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INTRODUCTION AND RULE 40(b) STATEMENT OF PURPOSE 

This case presents a question of exceptional legal and public significance: whether the Food 

and Drug Administration ("FDA") has the statutory authority to regulate the sale and advertising of 

tobacco products. FDA determined that it has jurisdiction to regulate tobacco products under the 

Federal Food, Drug, and Cosmetic Act ("the Act") and, based on that detennination, issued 

regulations that restrict the sale and advertising of tobacco products to minors. The district court 

upheld FDA's assertion of jurisdiction. However, a divided panel of this Court has now held that, 

while tobacco products come within the literal language of the Act, they nevertheless are beyond the 

reach of FDA's authority. That holding rests on basic legal errors regarding the meaning of the Act 

and the role of the courts in reviewing an agency's construction of its organic statute. If those errors 

are not corrected, one of the most significant public health initiatives of the past 50 years will be 

thwarted, and the health - and ultimately the lives - of millions of people will be jeopardized. In 

light of the grave legal and public health consequences of the majority's decision, panel rehearing 

or consideration by the Court en bane is warranted. 

Congress has given FDA broad authority to regulate "drugs" and "devices," defined by the 

Act to include articles "intended to affect the structure or any function of the body." After 

conducting the most extensive rulemaking proceeding in its history and evaluating substantial new 

scientific and other infonnation that has recently come to light, FDA concluded that cigarettes and 

smokeless tobacco are "drugs" and "devices" under the Act because manufacturers carefully design 

and engineer these products to deliver to the body a highly addictive substance - nicotine - with 

the intent of producing quintessential pharmacological effects. The overwhelming evidence 

established that tobacco products cause effects that are within the very core of FDA's statutory public 

health mission and are hazardous to health. 



SEP-24-1998 16:10 DO] APPELLATE STAFF 202 S14 7964 P.07/22 

The agency decided that the best way to address the unique public health problems caused 

by tobacco use is to limit the access of children under age 18 to cigarettes and smokeless tobacco, 

and to restrict the advertising that makes such products attractive to young people. FDA concluded 

that these restrictions, in conjunction with state and local efforts, can be expected to reduce underage 

tobacco use substantially. The public health consequences of such a reduction would be dramatic. 

More than 400,000 people die each year from tobacco-related illnesses - more than from AIDS, 

alcohol, car accidents, homicides, suicides, illegal drugs, and fires combined. Over 80% of adult 

smokers start this addictive habit as children, and nearly 3,000 young people begin smoking each 

day. A significant reduction in tobacco use by minors would therefore extend the lives of countless 

people who otherwise would face serious illnesses and death as a result of tobacco use. 

This is also perhaps the most important administrative law case to come before this Court 

in decades. In its ruling, the panel majority failed to apply or follow the framework of Chevron 

U.S.A. Inc. v. Natural Resources Defense Council, Inc., 467 U.S. 837 (1984), at a number of steps 

in its analysis. And, as the dissent points out, the majority also erred in looking fOT evidence that 

Congress delegated to FDA jurisdiction over the specific subject of tobacco products. The Act's 

wording and history make dear that Congress defined "drug" and "device" broadly and assigned this 

expert agency the authority to determine whether the scope of those definitions includes both new 

products and old ones for which new information arises. 

Rehearing by the panel or en banc is thus warranted under CiT. R. 40(b) and Fed. R. App. P. 

35(a) because. in counsel's judgment, the majority's failure·to follow the course prescribed by the 

Supreme Court in Chevron and its misconception regarding the way Congress intended FDA to 

administer the Act constitute fundamental and material flaws in the decision's legal reasoning and 

holding. The importance of the legal and public health issues at stake is also beyond dispute. 

2 
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STATEMENT 

1. The Act grants FDA authority to regulate "drug[s]" and "device[s]." Rather than 

identifying the myriad items that may fall within either category, Congress defmed these terms 

broadly. Thus, both drogs and devices include articles "intended to affect the strocture or any 

function of the body." 21 U.S.C. §§ 321(g)(1)(C), (h)(3). As the Supreme Court concluded in 

~ 

United States v. An Article o/Drug" * * Bacto-Unidisk, 394 U.S. 784, 798 (1969), "Congress fully 

intended that the Act's coverage be as broad as its literal language indicates," especially given 

"the Act's overriding purpose to protect the public health" (emphasis added). It is therefore FDA's 

task to decide whether a particular item falls within the scope ofits "drug" or "device" authority. 

In response to petitions from public health organizations asking FDA to regulate tobacco 

products, the agency conducted an extensive investigation, issued a proposed rule and jurisdictional 

analysis, and invited public comment 60 Fed. Reg. 41314 (1995). In August 1996, FDA issued the 

detailed jurisdictional determination and regulations here at issue. 61 Fed. Reg. 44396 (1996). The 

agency found, on the basis of extensive scientific documentation in the record, that the nicotine in 

tobacco products "affect[s] the structure or any function of the body" because it causes and sustains 

addiction, results in other psychoactive effects (such as sedation and stimulation), and affects weight. 

Id. at 44630, 44664-85. In short, nicotine affects the brain in precisely the same way as other 

addictive drogs regulated by FDA, such as amphetamines. Id. at 44700. FDA also found that 

substantial new evidence establishes that these pharmacological effects are "intended" because: (i) 

a reasonable manufacturer could foresee that consumers will use tobacco to satisfy their nicotine 

addiction; (ii) consumers use tobacco nearly excltisively to obtain nicotine's pharmacological effects; 

(iii) manufacturers know that consumers use their tobacco products primarily for nicotine's 

pharmacological effects; and (iv) manufacturers have deliberately and carefully designed tobacco 

3 
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products to deliver pharmacologically active doses of nicotine. ld. at 44630, 44686-45204. 

Based on the volwninous record evidence showing the intended pharmacological effects of 

nicotine - none of which is disputed here - FDA concluded that the nicotine in cigarettes and 

smokeless tobacco is a drug. ld at 45207. FDA further found that such products are not simply 

packaged nicotine, but rather '''a highly engineered product'" with "device" components that "have 

been carefully designed to deliver controlled, pharmacologically active doses of nicotine" to the user. 

ld at 45209; see also id at 45213-14. Thus, FDA determined that cigarettes and smokeless tobacco 

fall squarely within the definitions of drug, device, and "combination products." [d. at 45208-16. 

Having concluded that these products are within its jurisdiction, FDA found that regulation 

of these products is warranted because of the serious threat to public health caused by tobacco use. 

ld. at 44398. Moreover, given the large number of Americans who are currently addicted to nicotine 

and the adverse health consequences of withdrawing tobacco products from the market, including 

the likely creation of black markets that would provide products that are potentially more dangerous 

to health (id. at 44405, 44413), FDA decided on a regulatory approach tailored to the unique public 

health threats posed by tobacco use. Because over 80% of adult smokers started this addictive habit 

. as children, and nearly 3,000 young people begin smoking each day (id. at 44398, 44422), FDA 

concluded that the most appropriate way to address the disease and death caused by tobacco products 

is to prevent minors from beginning use of tobacco products. Accordingly, the agency decided that 

adopting regulations that both limit minors' access to these products and restrict the advertising that 

makes cigarettes and smokeless tobacco so attractive to young people is the most effective way to 

accomplish the public health goals of the Act. Id. at 44398-99. 

2. Tobacco companies, advertisers, and retailers challenged the regulations on statutory and 

constitutional grounds. They moved for summary judgment, arguing inter alia, that Congress has 

4 
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withheld from FDA the authority to regulate cigarettes and smokeless tobacco products as 

customarily marketed. Applying Chevron, the district court held that FDA properly determined that 

tobacco products fit within the broad "drug" and "device" definitions of the Act and, therefore, are 

within the agency's jurisdiction. The court rejected plaintiffs' argument that, in other statutes, 

Congress had effectively precluded the application of the Act's product definitions to tobacco 

products. The district court therefore upheld the FDA regulations limiting the availability of 

cigarettes and smokeless tobacco to youth. Coyne Beahm, Inc. v. FDA, 966 F. Supp. 1374, 1379-97, 

1400 (M.D.N .C. 1997). The district court ruled, however, that FDA's advertising restrictions were 

not authorized by 21 U-S.C. § 36Oj(e)(I), which allows FDA to condition the "sale, distribution, or 

use" ofa device. 966 F. Supp. at 1397-1400. The district court thus did not reach plaintiffs' First 

Amendment objections to those restrictions. Id. at 1400 n.33. 

The district court consequently denied summary judgment to plaintiffs on the issue of FDA's 

jurisdiction, but granted their motion with respect to the advertising regulations. The court also 

stayed implementation of certain access regulations that had not yet taken effect, even though it 

upheld the agency's authority to issue those regulations. 

3. Both sides appealed. In a split decision, this Court reversed the district court and ruled 

that "FDA lacks jurisdiction to regulate tobacco products." Slip op. 14. It therefore struck down all 

of the access and advertising regulations aimed at deterring minors' use of tobacco. Cil;ing Chevron, 

467 U.S. at 842-43, the panel majority stated that it must "examine whether Congress intended to 

give the FDA jurisdiction over tobacco products," because "'the court, as well as the agency, must 

give effect to the unambiguously expressed intent of Congress.' * .... [O]nly if the intent of Congress 

is ambiguous [do] we defer to a permissible interpretation by the agencyn Slip op. 17. Tt 

emphasized, however (id. at 17-18): 

5 
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[T]he Supreme Court bas stated that "[a] precondition to deference under Chevron 
is a congressional delegation of administrative authority." Adams Fruit Co. v. 
Barrett, 494 U.S. 638, 649 (1990). Accordingly, no deference is due the FDA's 
construction of the Act unless it is acting within the bounds of its congressionally
established authority. 

To ascertain Congress's intent, the majority looked first to the Act's language and agreed that 

its "definitions provisions may appear to support the government's position that tobacco products 

fit within the Act's definitions of drugs or devices." Slip op. 20. But according to the majority, FDA 

and the district court "failed to examine the literal definitions in view of the language and structure 

of the Act as a whole." Ibid. The majority thus embarked on an independent analysis of numerous 

provisions of the Act and concluded that tobacco products fail to fit within the overall regulatory 

scheme for drugs and devices. [d. at 21-27. 

Looking at what it termed "extrinsic evidence" oflegislative intent, the majority concluded 

that "Congress did not intend to give the FDA jurisdiction over tobacco products in 1938 when it 

passed the Act," as subsequent events allegedly confirm. Id. at 28. The majority relied on the fact 

that a number of bills have been introduced, but not enacted, in Congress over the years that would 

have explicitly given FDA jurisdiction over tobacco products. Id. at 33-34. The majority also 

concluded that other statutes that address tobacco-related matters provide "corroborating evidence" 

of Congress's intent that FDA not regulate tobacco products. Id. at 34. 1 

Judge Hall dissented. He concluded that "[t]obacco products fit comfortably in the [Act's] 

definitions of 'drug' and 'device,'" and, even if the "search for legislative intent [is expanded] beyond 

the words of the statute, the evidence falls far short of demonstrating that Congress intended to deny 

or withdraw jurisdiction over tobacco from the FDA." Dissent 45. He noted that "[t]he majority 

1 The panel majority expressed no opinion on the district court's decision holding that FDA 
has no statutory authority to restrict the advertising of devices. Slip op. 44 n.29. 

6 
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devote[d] approximately three paragraphs to the words that fonn the heart of the FDA's jurisdictional 

claim" and essentially "conced[edJ that tobacco products fit the [Act's] 'literal' definition of drug." 

Id. at 46. Judge Hall rejected the notion that allowing the continued sale (to adults) of tobacco 

products that FDA has found to be unsafe is at odds with the statute, thus requiring invalidation of 

the regulations as wholly beyond FDA's jurisdiction to adopt. He explained that "[h]ow the FDA 

has chosen to regulate tobacco has no bearing on the question of whether that agency has the 

authority to regulate it at all[.] * * * It is no argument to say the FDA can do nothing because it 

could have done more." Id. at 49. 

The dissent also disagreed with the majority's other conclusions. Judge Hall concluded that, 

if legislative inaction "may be inteIpreted as 'ratification' of the FDA's prior (no tobacco jurisdiction) 

position," then Congress's inaction in the three years since FDA proposed the tobacco regulations 

"would more than offset any ratification effect to be gleaned from the earlier inaction." Id. at 49 n.1. 

Examining the Act overall, he pointed out that "Congress did not 'intend' that any particular product 

be included"; indeed, the Act "was written broadly enough to accommodate both new products and 

evolving knowledge about existing ones, and it was written that way on purpose," leaving it to the 

"expert - the FDA -" to decide which products fall within the scope of the Act. [d. at 50, 56. With 

respect to FDA's prior decision not to regulate tobacco products, the dissent expressed the long

standing principle that an agency is free to change its position, especially when neW facts come to 

light, as was true here, where FDA responded "to the increasing level of knowledge about the 

addictive nature of nicotine and the manufacturer's deliberate design to enhance and sustain the 

addictive effect of tobacco products." [d. at 51. Judge Hall also examined in detail the other statutes 

considered by the majority and concluded that, far from establishing a comprehensive federal 

tobacco program, they address narrow concerns and do not reveal evidence of an intent to preclude 

7 
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FDA from exercising jurisdiction over tobacco products. ld. at 52-56.2 

ARGUMENT 

The district court's opinion and Judge Hall's dissent, along with the necessarily abbreviated 

discussion herein, demonstrate that major administrative law issues are at stake in this case of the 

utmost importance to the nation's public health. Rehearing is therefore warranted. 

The fundamental flaw in the majority's decision is its failure to follow the analytical course 

prescribed by Chevron. The Supreme Court explains that the initial question in analyzing an 

agency's construction of the statute it administers is "always" "whether Congress has directly 

spoken to the precise question at issue. If the intent of Congress is clear, that is the end of the 

matter; for the court, as well as the agency, must give effect to the unambiguously expressed intent 

of Congress." Chevron, 467 'U.S. at 842-43 (emphases added). 

The panel majority did not - and could not - find that Congress has "directly" addressed 

"the precise question" here, i.e., whether tobacco products fall within FDA's jurisdiction. In fact, 

Congress has not named any particular items within FDA's jurisdiction. See 21 U.S.C. § 321 

(defining broad categories of products such as "food," "drug," and "device"). Thus, like Chevron 

itself, this case presents a situation in which "the statute is silent or ambiguous with respect to the 

specific issue." 467 U.S. at 843. According to the Supreme Court, the question is then "whether 

[FDA's] answer is based on a permissible construction of the statute." Ibid. Significantly, a 

permissible construction need not be the only one possible, or the one that the Court itself would 

adopt "if the question initially had arisen in a judicial proceeding." ld. at 843 n.ll. 

2 Judge Hall further concluded that FDA's choice to regulate tobacco products as 
"combination products," under its "device" authority, was permissible. He would also reverse the 
district court's determination that FDA lacks authority to restrict tobacco advertiSing. Dissent 56-59. 

8 
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Rather than examining whether FDA's interpretation of the Act is "permissible," the panel 

majority undertook a de novo analysis of numerous provisions of the Act and a wide range of 

"extrinsic evidence," contrary to Chevron's command of deference to the agency. Moreover, the 

majority began its analysiS by stating that "no deference is due the FDA's construction of the Act 

unless it is acting within the bounds of its congressionally-established authority." Slip op. 18. 

To the extent that the majority believed that an agency is not entitled to Chevron deference 

for its jurisdictional interpretations, its ruling is contrary to both Supreme Court and Circuit 

precedent. See, e.g., Mississippi Power & Light Co. v. Mississippi ex reI. Moore, 487 U.S. 354, 380-

82 (1988) (Scalia, 1., concurring) (collecting cases); Board of Governors of the Univ. of N.c. v. 

United States Dep't of Labor, 917 F.2d 812,816 (4th Cir. 1990), cert. denied, 500 U.S. 916 (1991); 

see also Oklahoma Natural Gas Co. v. FERC, 28 F.3d 1281, 1283-84 (D.C. Cir. 1994). Adams Fruit 

Co. v. Barrett, 494 U.S. 638 (1990), on which the majority relies, addresses a different situation. 

At issue in Adams was Whether state workers' compensation laws bar private rights of action under 

a federal migrant workers statute. The Supreme Court declined to give deference to a regulation of 

the Labor Department (which was not a party to the suit) because "it would be inappropriate to 

consult executive interpretations" * .. to resolve ambiguities surrounding the scope of [a] judicially 

enforceable remedy." ld. at 650. In contrast, here FDA has interpreted the scope of its own 

authority under the very law Congress directed that agency to administer, and that interpretation is 

entitled to Chevron deference. 

The majority's decision is likewise in error to the extent it can be read to invalidate FDA's 

regulations under step one of the Chevron analysis. Based on extensive evidence of the effects of 

nicotine on the function of the hwnan body, FDA determined that tobacco products fall within the 

9 
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Act's definitions of "drug" and "device." The majority did not set aside that conclusion by FDA,3 

and, indeed, it proceeded in the remainder of its opinion on the assumption that FDA was correct on 

the definitions' coverage of tobacco products. See Slip op. 20. FDA's jurisdictional determination 

should have been sustained under the panel majority's assumption, because "Congress fully intended 

that the Act's coverage be as broad as its literal language indicates." Bacto-Unidisk, 394 U.S. at 798. 

The fallacy in the majority's approach is further revealed by its conclusion that "Congress 

did not intend to give the FDA jurisdiction over tobacco products in 1938 when it passed the Act." 

Slip op. 28. As Judge Hall notes, "[t)he [Act] was written broadly enough to accommodate both new 

products and evolving knowledge about existing ones, and it was written that way on purpose." 

Dissent 50. In fact, Congress has not identified any particular product that is included within the 

definition of "drug" or "device," thus neceSSarily leaving "a gap for [FDA] to fill." Chevron, 467 

U.S. at 843. Further, legislation concerned with matters of science and technology, such as the Act, 

cannot be given a static interpretation if its public health goals are to be realized. The Supreme 

Court therefore recognized long ago that, given the Act's purpose to protect the public health, it 

should be treated "as a working instrument of government." United Stares v. Dotterweich, 320 U.S. 

277,280 (1943). See a/so Brogan v. United States, 118 S. Ct. 805,809 (1998) (the reach of a 

statute's unqualified language often exceeds the precise matter to which it was originally directed). 

Exemptions from the Act's individual prodUct definitions are also instructive. See 61 Fed. 

3 Although the majority did not reject FDA's finding that the effects of nicotine on the body 
are "intended," it stated that no other court has ever found that a product is "intended to affect" the 
body, without an explicit manufacturer's claim in that respect. Slip op. 20. Many courts, however, 
have stated that FDA may rely on evidence other than manufacturers' express claims in determining 
intended use. See 61 Fed Reg. at 45160-66 (discussing cases). And, as Judge Hall points out, "[n]o 
other court ...... has been confronted with the type and quantity of evidence collected during the 
rulemaking process in this case" - evidence that is undisputed for purposes of plaintiffs' summary 
judgment motion. Dissent 47; see Slip op. 14. 

10 
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Reg. at 45254. Most notably, in 1994, Congress exempted "tobacco" from the definition of "dietary 

supplement." 21 U.S.C. § 321(ff)(1). Many dietary supplements had previously been regulated 

under FDA's "drug" authority. The explicit exemption of tobacco from dietary supplements, but not 

from the "drug" or "device" definitions, shows that Congress "knows how to exempt tobacco" 

(Dissent 52 n.3) and has chosen not to do so elsewhere in the Act. 

Despite the broad and clear statutory text, the majority concluded that Congress could not 

have intended that FDA regulate tobacco products because, the majority believed, the regulatory 

program adopted by FDA for such products does not fit neatly into the Act's overall scheme for 

drugs and devices (e.g., the device classification and cease-distribution provisions). Slip op. 20-27. 

The majority erred, however, in failing to defer to the expert judgment of the agency Congress 

charged with administering the Act concerning the appropriate regulatory approach for tobacco 

products. FDA interpreted the Act as providit1g it the discretion to decide how best to regulate these 

products. For example, 21 U.S.C. § 360f(a) provides that FDA "may" initiate a proceeding to ban 

a device after determining whether the device presents "an unreasonable and substantial risk of 

illness or injury." This section plainly "gives the agency ample discretion to balance the unique 

circumstances surrounding [tobacco) product[s)." 61 Fed. Reg. at 44413. To be sure, in determining 

the safety and effectiveness of a device for certain purposes under the Act, FDA is to weigh "any 

probable benefit to health from the use of the device against any probable risk." 21 U.S.C. § 

360c(a)(2)(C). The Act, however, does not dictate what balance the agency is to strike or how its 

goals should be achieved. 

Thus, FDA explained that, although "tobacco products are unsafe, as that term is 

conventionally understood, ...... the determination as to whether there is a 'reasonable assurance of 

safety' involves consideration of not only the risks presented by a product but also any of the 

11 
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cOWltervailing effects of use of that product, including the consequences of not permitting the 

product to be marketed." 61 Fed. Reg. at 44412-13. FDA weighed the risks of leaving tobacco 

products on the market against the significant health risks to addicted adults that could result from 

the products' sudden withdrawal. !d. at 44413 (noting that health care systems could be over-

whelmed, available phannaceuticals may be unable to treat withdrawal symptoms of many tobacco 

users, and black markets with even more dangerous products could develop). The agency therefore 

chose not to ban tobacco products entirely, but rather to attack this public health problem when it 

begins, by prohibiting the sale and promotion of such products to children and adolescents. /bid. 

Consistent with its usual practice, FDA also chose not to defer regulation of tobacco products 

pending classification. Id. at 44412. 

In any event, as the dissent correctly and succinctly points out, "whether the regulations 

contravene the statute is a question wholly apart from whether any regulations could be issued." 

Dissent 49. FDA's decision to regulate tobacco products in a particular manner (e.g., to promulgate 

restrictions before classifying, and not to take action Wlder the Act's misbranding and cease 

distribution provisions) cannot, as a matter of law, mandate the conclusion that the agency has no 

jurisdiction over the product at all.' Rather, it raises the entirely separate question whether, because 

FDA has jurisdiction to regulate tobacco products, the Act compels the agency to ban such products. 

Thus, the majority has incorrectly used FDA's expert scientific and public health decision not to 

order the drastic measure of removing tobacco products from the market as a legal ground for finding 

that the agency has no regulatory authority whatsoever in this area. 

The majority also relies heavily on FDA's prior position that it did not have jurisdiction to 

4 The fact that administrative enforcement decisions are not judicially reviewable Wlderscores 
FDA's wide discretion in this area. See Heckler v. Chaney, 470 U.S. 821,835 (1985). 

12 
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regulate tobacco products W11ess the manufacturer made therapeutic claims about the product's effect 

on the body. But the majority fails to acknowledge the voluminous, undisputed factual record 

compiled in this rulemaking of the changed circumstances supporting FDA's current position. No 

mention is made of the new scientific evidence discussed in detail in the statement accompanying 

the final regulations, establishing that nicotine is highly addictive, most persons use tobacco products 

to satisfY that addiction, and "manufacturers design their products to sustain such addiction." 

Dissent 52. This is precisely the circumstance foreseen by the D.C. Circuit in ASH v. Harris, 655 

F.2d 236, 239 (D.C. Cir. 1980), which upheld FDA's former position, but expressly recognized that 

FDA could obtain evidence in the furure to support its jurisdiction over tobacco products. The D.C. 

Circuit therefore cautioned that "[nlothing in this opinion should suggest that [FDA] is irrevocably 

bOW1d" by its prior declination of jurisdiction. ld. at 242 n.10. See Rust v. Sullivan, 500 U.S. 173, 

186-87 (1991).$ Indeed, the broad language of the Act contemplates that FDA will have the 

flexibility to adopt suitable regulatory measures as knowledge evolves. 

The majority nevertheless determined that FDA's statutory authority to respond to new 

information and to protect public health as necessary is impliedly curtailed because Congress has 

not enacted bills that would have given FDA explicit jurisdiction to regulate tobacco products. In 

its view (Slip op. 33), this case presents a "strong case of legislative acquiescence" equal to that 

recognized in Bob Jones Un;v. v. United States, 461 U.S. 574 (1983), where the Supreme Court 

S It is also difficult to square the majority's reasoning on this point with Larus & Brother Co. 
v. FCC, 447 F.2d 876 (4th Cir. 1971), in which this Court upheld the FCC's reversal of its earlier 
requirement that broadcasters provide equal time to tobacco companies to respond to anti-smoking 
messages. This Court noted that "[t]he fairness doctrine requires a current judgment, and it would 
lose its vitality if the [FCC] and licensees could not reasonably determine on facts before them that 
an issue is no longer controversial." ld. at 881. FDA should be no less entitled to change its position 
on an important public health matter when, as here, substantial new evidence compels it. 

13 
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construed Congress's inaction as ratification of an agency's position. But unlike FDA's prior 

decision not to exercise jurisdiction over tobacco, Bob Jones involved agency action, followed 

immediately and consistently over many years by not only Congress's failure to act, but also 

affinnative manifestations of congressional acquiescence in enacted law. Id. at 599-602. C'.f Motor 

Vehicle Mfrs. Ass'n v. StateFarm Mut. Auto. Ins. Co .. 463 U.s. 29,45 (1983) (while an agency 

interpretation may be ratified by Congress, "even an unequivocal ratification - short of statutory 

incorporation • * * would not connote approval or disapproval of an agency's later decision to 

rescind the regulation"). Moreover, legislative inaction can just as readily imply that FDA already 

has authority to regulate tobacco products. See Central Bank of Denver v. First Interstate Bank of 

Denver, 511 U.S. 164, 187 (1994); see also Dissent 49 n.l; United States v. Estate of Romani, 118 

S. Ct. 1478, 1487-88; id. at 1488-89 (1998) (Scalia, J., concurring). 

The majority found the last indication of congressional intent to deny FDA jurisdiction over 

tobacco products in "tobacco-specific" legislation, such as the Federal Cigarette Labeling and 

Advertising Act ("Labeling Act"), Comprehensive Smokeless Tobacco Health and Education Act, 

and Alcohol, Drug Abuse, and Mental Health Administration Reorganization Act. According to the 

majority, these statutes are "comprehensive" and "addressO many of the activities that the FDA now 

attempts to regulate." Slip op. 41. However, Judge Hall correctly explained that these tobacco

specific statutes reveal no Congressional intent to preclude FDA action. Dissent 52; see id. at 53-56. 

Further, both the Supreme Court and this Court have given the Labeling Act a similarly narrow 

construction. See Cipollone v. Liggett Group, Inc., 505 U.s. 504, 518 (1992); Penn AdvertiSing of 

Baltimore, Inc. v. Mayor of Baltimore, 63 F.3d 1318, 1324 (4th Cir. 1995), vacated and remanded 

on other grounds, 518 U.S. 1030 (1996), readopted and modified on remand, 101 F.3d 332 (4th Cir. 

1996), cert. denied, 117 S. Ct. 1569 (1997). 

14 
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The majority's reliance on unenacteq bills and the evolution of other laws extended well 

beyond the scope of inquiry that is proper under Chevron step one. Because the statutory text most 

directly relevant to the jurisdictional inquiry - the definitions of "drug" and "device" -

unambiguously supports FDA, the other provisions of the Act and materials that the majority 

believed pointed in a different direction could, at most, only introduce ambiguity. It is precisely at 

that point that Chevron deference was owed to FDA. 

CONCLUSION 

For the foregoing reasons, this petition should be granted, and these appeals should be 

reheard by the panel or the Court en banc. 
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,~' 

4th Circuit Decision -- Background: 

FDA Rule: Asserting its authority over tobacco products, the FDA in June 1996 issued 
regulations which prohibited the sale of tobacco products to minors. Specifically, the Rule 
establishes: 

I) Youth Access Restrictions 
• Sets minimum age of purchase at 18 years 
• Requires age verification by photo ID for anyone 26 or younger 
• Requires face-to-face sales (except for mail order sales) 
• Bans vending machines and self-service displays except in facilities where only 

adults are permitted 
2) Advertising Restrictions 
• Bans outdoor advertising within 1000 feet of schools and public playgrounds 
• Restricts advertising to black-and-white text only (publications, outdoor, point of 

purchase, direct mail, etc.), except in publications with a predominant adult 
readership or at adult only facilities 

• Prohibits sale or giveaways of products like caps or gym bags that carry cigarette 
or smokeless tobacco product brand names or logos 

• Prohibits brand-name sponsorship of sporting or entertainment events, but permits 
it in the corporate name 

3) Point of Purchase Restrictions 
• Prohibits sales of single cigarettes or "Ioosies" 
• Bans free samples 
• Sets minimum package size at 20 cigarettes 
• Restricts all point of purchase advertising and labeling to black-and-white text 

only, except in adult only facilities 

District Court: In April 1997, responding to the tobacco industry's challenge to the 1996 FDA 
rule, the US District Court for the Middle District of North Caroline upheld the FDA's 
jurisdiction to regulate tobacco products. The Judge also upheld the 1996 Rule's age and access 
restrictions, as well as the labeling requirements. However, the court said that the FDA did not 
have the authority to regulate the advertising and promotion of tobacco products. 

Pending appeal, the court delayed implementation of those provisions of the FDA rule which had 
not yet gone into effect. Thus, only the age restriction and photo ID check requirement remained 
in effect; the court enjoined implementation of all of the other provisions pending further action 
by the court (i.e., the youth access restrictions other than age and photo ID checks, labeling and 
point of purchase restrictions). 

4th Circuit Appeal: Immediately following the District Court decision, both the Federal 
government and the tobacco industry filed an appeal. The government appealed the District 
Court's decision that FDA lacked authority to regulate the promotion and advertising of tobacco 
products, as well as the Court's decision to enjoin certain provisions of the FDA rule. The 
industry appealed the Court's decision to affirm FDA authority. 



Q&A on Tobacco Court Decision 
8/14/987 

Q: Isn't the 4th Circuit tobacco decision a major set-back for the Administration? 

A: The Department of Justice is examining the opinion right now. We should be able to 
state our intentions shortly regarding seeking further judicial review. 

The President is firmly committed to the FDA's rule and its role in protecting our 
children. Reaffirming the FDA authority over tobacco products is necessary to help stop 
young people from smoking before they start by stopping advertising targeted at children 
and curbing minors' access to tobacco products. Currently, nearly 90 percent of people 
begin smoking before age 18, despite the laws that make it illegal to sell cigarettes to 
minors. Almost 3,000 young people become regular smokers each day, and 1,000 will 
die as a result. 

If the leadership in Congress would act more like parents and less like politicians, it could 
enact bipartisan comprehensive tobacco legislation to reaffirm the FDA's authority. 
Instead the GOP leadership has done the bidding of Big Tobacco. 



), 

P=DASTt0'(FIi'J 

I' , 

STATEMENT BY THE PRESIDENT 

The Solicitor General has today authorized the filing of a petition in the Court of 
Appeals for the Fourth Circuit seeking rehearing en banc of the three-judge panel's 
decision regarding FDA regulation of tobacco products, I am firmly committed to 
the FDA's rule and its role in protecting our children from tobacco, Confirming the 
FDA's authority over tobacco products is necessary to help stop young people from 
smoking before they start by stopping advertising targeted at children and curbing 
minors' access to tobacco products, Almost 3,000 young people become regular 
smokers each day, and 1,000 of them will die prematurely as a result. If the 
leadership in Congress would act responsibly, it would enact bipartisan 
comprehensive tobacco legislation to confirm the FDA's authority and take this 
matter out of the courtroom. 

Page 1J\ 
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SlllllkImIlDbacco, prodw:tB dIlIl me (1IlIder Ibe UIIUIJJI!d fat:IJ) I!CIU' 
ally designed CO exert powerl'uI and quincessmtiaJIy drug-rna. effecb 
011 Ibe USCIS, should escape FDA regulatioo b=Juse Ibe products are 
madce'"' lIS essential aa:outremems of a more excidng Or IIIOrC 
sophisticated. lifestyle_ 

D 

Tobacco pzoduct:s, !hell, COIl1C aquarcly witbilllbe plaiD terms of 
Ibe FDCA_ U lite wolds of a slalule are plaiu. 'absem lUI)' 'iDd.icatiOD 
tbal doiDB so would fruslrale Ccmgress's clear imemion or yield 
paIr:nt 1Ibsu!di1y, our obligation is 10 apply Ibe scanue u Congtea 
'WIOIe it.. •• IJDbbard v, Uniled smtn. S14 U,S. 695, 703 (199,) (quat
iDg BFP v. Rtmlution Ttust Corporation, Sll U.S. 531. S70 (1994) 
(SoWer. f .• cfissm'jng», guop:d in Dunn v, Q"'!iiiodirv EunlT Indin" CommissIoft. 117 S, Ct. 913, 916 (1997). The qucstiOllS, tbeft, 
should be: Does upholdiJIg FllA jurisdicliou ova- hmacco fnlstme 
cIeal' rouga:ssional iDIeut to withhold 8IICb jurisdiction? Is it paIaItIy 
ahrmd7 Does i1 "'conflict with any other section of die Code, or with 
any lmpoItaDt - or fedcral iDlacst, [or] is a I:OIltrary view BII8-
.ges1ed by tbc legisWive bistory[?]' ROD Pair. 489 U.S. ar 243. III 
atbet' WDtds, given die plaiD 1BDgU&ge used in I 321(g)(1)(C), the 
question mould be whether the intent IIIlIDffi:sIcd by the words used 
- thal tobacco prodncts lUll "drugs delivczy devices" subject 10 PDA 
zegulaliou - ia trumped by evideDce to the 1XIIIImry. 

'lbr majority -a CO allow thal the 'context" of these Radily 
!IDdezlItood WOlds dcmmsslrBtes thar Congress Roal.Iy meaIIt "';sou ... modliDg 
else wbere tobacco is concerned. This seatch fbi: context UkI=s us 11110 
-the overall regulatory IId!m!e cn=ued by Congress" ~. ope ar 20) 
and "the hi5ltJry of evolving c:ongressional rqulation in die _" 
~. op. at 19) (citarioR omiacd), the legislative history of the PDCA 
:aDd te\aled SQtuIeS, and even coagmsional fn"'inn r will addR:A 
r.adl avmue aplored by !he ~oriI;y. 

II. 

The JIlI!joriI;y ap=s with this JUgIIftlCllt: Tho FDA's JmtJdRle is CO 
prevem die awketing of any dnIg or device thar is fuusulco be 
Jmsafe; 'OlP1XlO ptoducIs an. 1IIIlIIIZ;'to allow !be eontinned sale of 

48 
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cigaIdltS is compl~y at odds with IIOct mandate; ~ the regula
bOIlS IDIIst be stnIck dDWII. But wbeIher the reguladons c:onttaYc:IIC 
the IItatUtc is a question wholly apart from wIIe!her any regulatiOllB 
could be issued. H9E tIIc: FDA baa c:hoscD 10 rquIa!e tobaa:o bas DO 

beariDg on the question of l!Ibed!er lllat IIgCDC1 bas the authority ID 
reguIaIe it at all, paxtiaJIarIy wheD It is agreed that the power to regu
laIt UDder the FDCA iDcIucles the power (under the assumed facts) to 
ban tobacco pruduc:fll COD1pl~y. TIle FDA made an eminel!dy t=. 
1IOIIIb\e dt:QsiUll to fOcus 01\ prewmlng addiction IIIDIlIII cIIi.IdmI 
whill= pcmIiUinJ sales 10 adults. ~ Fed. Reg. 44398-99, 44412-13~ . 
It is DO 81gumr:nt 10 say that die FDA caD do nothisIg becI"" it c:ould 
.lIa\Ie done 1IIOle. 

B 

n.e majority', analysis of the "a:mosic eVidence" of congressional 
iIwlDl stands on thRe legs: The lack of BIll' mention of IObaa:o in the 
IItatUtc itself or the legislative history of the 1938 Act; the FDA's con
sisu:Dl disavowal of 1lIIY iDII:Dtion of takiDg jurisdiction over IDbaa:o, 
aru1, CODConIilaJUIy, the general assumption that the ~y was right; 
and the series of IDlJacc:o.relaled statutes enacted over the lsn thirty 
~l 

'The FDeA. 

III coustrlliDg remedial legislation, we lUIlat be ever mindf'uJ of the 
saIUlary l'IJlPOSI' of the statute. 

/ 

'The historical expaI1IioII of the definition of drug, aDd the 
creation of a parallel COIlc:ept of devices, c:1early show, we 

1 As a corollary iD !his third paint, Ibe Ul8jority also reliea 011. COI1g~ 
siona1 ml!!!!!!! to enact legislation Ibat would have exptcssly given the 
FDA the authority it DOW clailDl. ~ Maj. op. at 32-34. To wha~ 
CltIeIIt !his lDJCIioa may be iDlelprered. as "ratificalion" of Ihe FDA's 
prior (no tobacco jurisdirotion) posUion. it would appear !IW CoagJ:ess'I 
C'gntjmled Inactiou in the face of all !hat has mllOVled the FDA's 
aDII01IDC> "!till of tbe (IfQIIOSCd rule IIlRe years ago CBC 60 Fed. Reg. 
41314) would. DlOIC than offset 1lIIY nrtificadon cffec:l1D be glem!ed from 
rile earlier jnadiOll. 
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thiIIk, Ibat Ccmgrcas fWly iatalded thal the Act's coverage 
be B.!I broad IS lIS Iill::tlll. taugullge Indicates-and equally 
dearly, broader thanuy strict medical definition II1ight oth· 
c:rwisc allow. (W]e are all the DIOftI convinced tbar we IIIIJSt 
give cff=t 10 collg(OSSiDDaI i111aJt ill view of the weIl
acceptr:d priDciple that mned.ilIl legislation sucb as !he 
Food, Drug, aad Cosmdic Act is 10 be given a liberal con· 
strucIiou consistent with the Act's overridlDg pwpose 10 
plOlect the public bealth • . • • 

lJnibI. mmr v. Ap Article of Drug ... Bacto-Unidislt. 394 U.S. 784, 
798 (1969).2 The majority states off on the wroug fool when it asks 
"wIu!Iber CoII,Ireu lldel'ded 10 delegate jurisdic:tiOll CIVet tobacco 
pmdw:IB 10 the FDA." Maj. op. at 19. 

CcmgR:ss aid IIIIC "inIe:ad' thaluy pamo;:u.\u produce be included; 
as !he district caart noted, • [rlatbl!!: than jlrmize each ptoduct subject 
to rqu1alion nuder the FDCA, CongteSS defined tbe$c l:8tegories 
broadly 10 that cacb encompasses a wide range of prodUCU.· CoyDc 
!!!l!!!pp'V. FDA. !166 P. Supp •. at 1380. All exhaustive liBt of coveted 
ptoducIs was odtlu:t feilsible IlOl' lI!'X'HSary; effi:cIivc tcgulation 
required flexibility within broad parameters. 

PoiDIiJJa aal die obvious - that the meA III/aB not origiDally 
direded at tobaa:o - gets us IIOwhml. No one altIIeDds that Con
lI"SS liImIaw III 1938 that tobaa:o III/aB or might someday be iIIeIudcd 
lIS • "drug" IIIIder the FDCA. The operative caagressiooal irueDt at the 
oul$Cl was simply to concer broad discretiOlWy powers on the fDA 
1D tegU1IID "drugs" aad "devil:es." The PDCA was written broadly 
P,ftl)Itgb 10 Pro u!lllulare both new producu and evolving knowledge 
about adsting _, and it 'lV1IS writlell that way on purpose. 

2 Juslice ~ put it this way: 

1be pIUpOIieS of this Icgi&lation [PDCA) thus IDuch pIwes of the 
lives lIIId bealth of people whicIl, in the cin:wnatao<:cs of modI:rn 
hIdIutrialillln, ~ largely beyoud sdfiWlt£tiou. Regard far 
tbese purposes should iIIftIse COIIBIrUCt\OIl of !he legislatiOil if it 
Is to be mated as a working Instrument or govemmeut :ind not 
IDI:rely as a collection of BDglish words. 

Uni!I!d SI!!!g 'V. Pn!!!:""";ch, 320 U.S. m. 280 (1943). 
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FDA "s Hilt Position 

Vmi1 die ",Jemakiog bepD iD 1995. the FDA twl iDJerpn=d die 
FDCA to include tobaCCO products only wIIeII bea1d1 claims were 
'made., See Maj. cpo It 29-30. The agcm:y's tdU5al even exIeIldt:d 10 
apposbIa c:itizeus' pctiticm& to regulate cigamII!s 011 csllelllia1ly !be 
,same basis dml is used in the legUlatiOll5 today" Sec, c 8,. ASH. 6SS 
F.2d 2.36" 'lbe agc:ncy's cumm position is a response to the im:l'eas
iDg \eIId of knowledge about die addictive IU\lIm: of nIcoline 8IId the 
mpnpf"'Nret'. deUbenIe design to eoIwK:e 8IId sustain the additive 
effst oftobac:co ptOduclB. Whallhe emy toh.,.,..'"'lpeCific stabltf!s 
were beIDg deloltd ill Ccmsress, !he cssadieiliDlt betweeIl tobaa:o 
and iUDess bad not ,et beeD p_ 10 !be satisfaction of 1Il1. For 
instaIIl:c. duriDg the Boor debate 0Il8lllelldmeDts to tbc FCLAA, Rep, 
PerIdDs sramd that 

rot is my feeling that aot one of the tobal:co IiIImIIrs in my 
district would knowillg1y produce aay colJlllKldity Whkh, 
when mnsmued. would cause the dread diseases which have 
been claimed to be lISIIOdated with tobacco. But die claims 
• • • arc IIIIt proved. Tobacco has bcCIl impeached in passion 
but it bad IIOt been amvicted ill fact. Facts, cold Iwd CaI:IlI 
me the basis upoD which CODg1eSs should legislate. 

Cigm!!e Labeling and Advertising: Hearings Bero", the House 
Cornm. 011 Interstate and Foreign CcnIWIC'ce, 91st eona. 16 (1969) .. 
Well, the "cold hard facts· am !lOW in. 

1t is a f'tmili .... anoa of admInIstra!lve law that an agency can 
cbauge its view of what actioa is possible or necessary, particulady 
wbeIIncw facts COIIZ to fight. Sec Rust v. Sullivan .. SOIl U.S. 173, 
186-37 (1991)("AII agency ••. must be given!atitucle to adapr ill 
I1IIcs ami polici=i to the dema!Ids of changing circwnstsnces") (cita· 
tions 8IId imemI1 quotation marks omitted). Even when upholding !be 
FDA"s cadia cIeaial of its own power to regulate tobacco, the court 
added the fi:lll.owiag caveat: 

NoIhiDg in this opiDiaD should lU88est that Ihel.PDA) Is 
iIRvcx:ably bouad by Illy long-5IlIWfing ialt:rprewioQ and 
lept S pta!ioDs tbereof to the'legislaliye Imadl. An aiImiu-
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istnItive agency is clearly ftce III mviBe illl mrpretatioDS •••• 
The very structure of !be (FUCA] wbich the FDA must 
administer. moreover, calls for c:ase-by-case lIILBlysis. 
Should an ageocy depart from its priot" iuterpretations, h0w
ever, it must provide a rasou~ explAnation for its action. 
o •• [citatioDB omitted]. . 

Am, 6S!i Po2ltat 24111.10. 

UDder die ~ fOwld. by !he FDA during the rulmmJring prDl:CS8, 
it is DOW a scicDlific cettainty that nicotine is cmemdy addictive II1II1 
dJat a 1arge majority of tobaa:o users usc the product to aadsCy thal 
addiction; _more important to lIlY miDd is the DeW evidence thal 
!be _fadImin design their praduca ID SUSIaIn such addlctloll. TIlt: 
adnrinjdtlltiYC recotd ill. Ibis case is a pcrm:t illustration of why III 
:I&CJICY's oppottunity to adopt a DeW position should remain open. 

As products of Iht: dernocrui~ process, cacb IDbIII:co-spccific mt-
liD! is a balaas:e of beaIlb, economic. lind other CODCemlI. The majority 
cites Ibis body of lcgislatiDll as "corrobOTating cvidcm:c of established . 
~icma1 imeztt" to witbhold jurisdiction ova: tobacco from tile 
FDA. Maj. opo 81:34. Again. I IhiDk the majority's appmach igootes 
!be ~ 8IlUl'IZ of Jmcnt, the wards of !he stalllle ltsdf. Ncv
crtbd_ closer .... am;""tion of IhcSc tobacco BlalUICS r:cveala thal • 
du:y fimn somethiIJg less tbaD Coagrcss's "comprcheDsivc program" 
to mIdmss the toba=! problan. AbSCllt a discemable inteDt ID exclude 
fuIU:e FDA adiotI.3 !bat tbcsc "'hit ... wm: wrirrm wilb knowledge 
thalthe FDA foreswore jurisdiction over IObacco does nat supply lllat 
imatt. 

3 CoiJsresa cerraiJlly knows IIow to ext:qIt tobalx:o. The only mention 
of tobacco in the FDCA was added in 1994 to explicidy remove tobarco 
fwIIl1be new e:xauptiOD of "diewy supplemcDU" from !he defillilion. of 
"drug." See Pub. L No. 103-407.1 3(a). 108 SIaL .32S, 4317 (codified 
11 2.1 U.S.C. I 321(ft). The criminal laws rePldla& aan:otH:s iaI:orpo
me Ihe dcfillltion of "dmg" fbund in Ihe FDCA, 1m :u U.S.C. 
D 801(11). but the definition of "CXlIUrDUed substance, " wbk:h includes "a 
dnIg. • sptCifiralJy excludes tobacco. ~ 21 U .S.C. I 802(6). 

51 

____ w.o. ,doh./. 

1aJ054 
1i!l053 



08/14/98 FRI 12:03 FAX 202 514 8071 
08/~4./98 11: O~ _~~ _8047712713 

CIVIL OAAG 
4TH CIRCUIT CLK 

1br: tint in !his series, thl! Federal Cigarem: Labeling and AdvIInis· 
iDg Ac:t (FdAA).4 was CDIICIed in response to thl! Surgeon Gc:ueral', 
~ 1964 n:port IIn!dng smoking to health problema. The 
eonpn;... describe it as a stalUt.e tbal "set the ""'maries of the tM
eral regu\a1Dry role,' °cleady euqnesses a'cougressional inteDt dlat 
ptecludcs FDA juriBdiction ewer tobacco products,' "embodied the 
view !hat CoD&J:ess. ilSelf. should main all policy IIIBkIDg authority 
as to 1Dbacco, _ in areas open to reguIa1ion," "n!ificd the esf.ab.. 
lished. undetsta .. tling tbal FDA does Dot bave jurisdiclinD over 
IObIKlCO products," "ruled aut IIl1)' \ater rIIlIdiog oC die FDCA lIS 811 
'implicit' de1eptiOil to FDA • • • of authority to dcQdc wbcda or 
how to rcgu1at.e tDbm:o products and whether to ban 1heIn.· Compa
Dies' 0paD0g br. 13. 18-20. Au ClIIIIIIination of die StalIItI: meals 
lO"rdilng am.;.teno.bly more modcat, ""''''''ing that willllot bear 
anything approae.bing tIu!: weight placed. upon it by the companie& or 
!he ~orily. 

1br: _jarir,y's focus Is § 1331, which reads: 

It is the policy of the Ccmgress. and die pwpoBe of this 
chapter, to establish a cmnprmeusive Fedetal prognun to 
deal with cigarette labeling and advertising with respect to 
arJY relatiODShip bI:twIIen smoking and health, whereby-

(1) die public may be adequately informed about IIl1)' 
adverse hcalth efti:ds of cigarI::ttc smoking by incIusiOil of 
w.ll!Diag notices on each pllCbge of cig~ and in eadI 
ad~ of cigamtes; and 

(2) W1i4II£lCti and the 1lllli0Da1 economy may be CA) pro
tet.tcd to the maximum CXIaIl consistmt with !his declared 
policy and (8) not itnpllded by diverse, nonuaifonn, and 
cnllfasing ~ \abel1Dg and advenislDg regulations with 
especI. to Illy rdadOllShip beM_ &making and beallh. 

'Ibis is a far I:IY fiom a compreIIeoslvc 6:dera1 fObs,.,.? progam; it is 

4 The ComptdtCDsive SmobIcss Tobacco Health and Bclucslioa Ad 
IS U.s.C. §§ 4401-4407, iDDre or less mirrors the FCLAA. ' 
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Iin\e _ thm a mild response to one of IIJc earliest ot1icial m:ogui
tiam; of an emerging heallb issue. 

'Tbc ii8i lO"UCSS of die PCLAA waa emphasized in ATzh" y . 
. ~ 40S F.ld 10i1Z (D.C. Cir. 1968). where IIJc c:oun was COIl

fronted wi!h a post-FCLAA ruling by the' FCC that requited radio and 
Wt:vi.sion ""'!lons thai carried c;igarcUe co~ to dcv«* siguifi
CIIIIt bmadr· .. time to permit the case to be made agaiDSt smokiDg. 
TbCD, as IIICy do today, !he tobacco companies argued thai the 
FCLAA embodj'" a c;lcar congreulcma1 iIUImt to pRClDde 1naus1aDs 
iDID the reguIaDan of tobacco by lID)' agem:y. 8m jd. at 1088. 1udge 
Bndon" however. saw thiDgli diffi:rr:mly: 

(I'Jbme 11ft! posIlive jwIicatjons thai ~'8 ·':Wllptv 
bcmivC p,ogtam· was cIirecIed at the relatively DalI'OW spe
c:ifiI: issue of tCglIIatiOD of "c;lgaxeue libeling IUd 
a4vett1siDg.o .•. Nothing in !he [FCLAAJindicatea thai 
Congress had lID)' in1ent at aU willi respect to olber typeS of 
R:gulatiou by othelacenciea-- much less that it I(Itcllically 
manl to f'ondosc all SU<:b regulation. 1£ it meant to db any
thi1Ig &0 dramatic, it might teBsouably be expeCIed to have 
saJd so dlrec;dy • • • • 

.I!l... 1089 (~ om1t!r:d) (quotatioas in origiDaI).5 The DelIt 
d1irty yeatS would Re several more small 5tepS that, eYeD when coo
sidc:mS log1:IIu!:r. c..n far IIbort of a c:omptclu:usive program, aad even 
shotta' of a demoDsIratioD that CongRSS inllmded to preclude the 
e ....... j." of jllrlrdldioD 1lO1III being asserted by !he FDA. 

Fonowiq tbt: FCLAA. !be next SIep in what the companies c;Iwac.. 
rcrize as ~'s ongoing ptogtmI wu 1hc Publil: Health Cigarellll 
Smoking Ad of 1969, wtdch lIIIII!IIdcd die fCLAA in respoase to {In>
posed incuntons iDJD the field by the FCC IUd FI'C by way of pro
posed regu'ptjons IIIIIt would have rcstrided tohacro advertising. 

5 III Cippolcme Y. Urge!! Group. 1i!C .. 50S U.S. 504, '14 (1992), the 
Court deseribcd the purposes of the PCLAA u iDfotmiDg the public of 
the health risks aud 0proll:diu& Ihe II8Iional ~ ftum the bunIea 
;mposm by diwne, aammifonn,' BUd con1baiDg cigare11111abeUog advet
CisiDi ~j1ptjcms' [1ixIInote omitted). 
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AgaiJl, Congress IIIIdtes.v:d ouly advmislnil, this time in die eleo
ttonic~, BDd ahon-cilQlited !be roles proposed by !be &geodes 
fDr tbemse1vcs. 

'I'birtren ye2rS later, Omgress ealt'frd tbeAlcohoI aDd Drug Abuse 
AmendJDI'Dts of 1983,whlch simply dim;ts tbe SeactaIy af HHS to 
report ~ Congress every thIee yean on "dB: health consequem::ea of 
drug abuse ill. the Uoited SIli1I=I [aDd] cum:IU reseaICh findlop made 
with respect to dIug abuse, im:1udiDg c:urteDt fiudillrs on .•• the 
addicIM: property of tobaI:co" BDd to illdude ~ for 
"Jegfs1otion BIId ad~ action IS the Sa:z-erluy I'I1II1 &!em 
appL~iiaa:.· 41 U .S.C, § 29Oaa-2(b). This doea not, as !be majority 
uafII. ·evidaK:e{] Coagras' ... iDtaIt to retaill co.attol over fIuther 
tegIl1a1oty 1I:Il.mL' Maj. op. at 39. n is more an acIaiowIedgmcII !bat 
.............. !be HIlS (BDd !he: FDA), as !he: expetU ill !lie complex field 
of drug abuse, had 81111 would COIIIinue to have a ClUciaI role to play, 
the SeacWy was ~Ired to &'III:: Ccmga:ss for any additional tools 
It nrrdaI pt to perfoilJl that role effectively. 

'!be Akohal,DnIB Abuse, 81111 Meatal Health AcllllinisttaliOll 
RcorganizatiOll Aaof 1992 [ADAMHA), the last bl:ic.k ill. the por
ported a1DgressiOlllll tobacco program, provides financial im:cntives 
to the SIiIIcs to eaforc:e their own restrk:tlcms all IICCe!lI to tobacco by 
1JIiDoa. '[be IIII\i<lritY argues that !be FDA regulaliOlll Would CODflict 
with this cougressiDDal delmninarion Ib.st the S_ should taR 811 

active role in addressiDg !be yowh III:CQS problem "ec",sc tbe FDCA . 
Plecmpts any different restrictiO!l!l OIl devillC&. ~ 11 U.S.C. 
§ 360k(a). 'Ibis aventates die case. 

ADAMHA resmu:ruted block grmt progtams aimed at subarance 
abuse BDd mental health services; ouly • few provilious relate to 
.mdera,gc IIDIIIldDg. See 41 U ,S.c. § 300x-26. ADAMHA does not 
demoDmate III in1a1t on Cougress's part !bat the ststes ·take die pri
IDlIIY role" In addressiug !be pl1lblmn of III1derap SIl1IIIdD&. 8Dd it __ • 
raiD\1 doea DOt "estsblish· a regulatory role for the staIa. Maj. opt at 
42-43. Althollgh !be FDA's Ploposed regulariQDS would preempt 
BOIIII!: swc laWII, !be amdse of FDA aulhorlty over tobac:l::o would 
1UIt "prohibit tim Stau:s from addressing the probleIJI of youth IICCCSI.· 
l!!.. The proposed rule em co-e;dst with most of the BIatcS' separafI!I 
Jaws pmbibiriDa sales to miDon IIDd imposing adler Lesb:idioQs On 

", ~ t',.h.' "'.' 
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IObm:o sales. Even die few mme striagcnt III.a1e or local restrictions 
that &Ie pleemplr!d by the FDA's propO!ed nogulaliool ( ..... 61 Fed. 
Reg. 44S41!·50) might qualify for au ~1i(JD from pl'CClllption. 
thereby futIler minjmizi", mnflicts. See 21 U.S.C. I 360k(b). AD 
overl3p betwem two RgUlatory systems doea 1101 require wboIesaIc 
jettismriug of om: ill favor of die other. See Connection Nat" Bapk 
v, Gennala.. SOl U.S. 249, 253 (1992) ("Redundmcics across statllll:S 
are IIDt lIDUS1Ia1 eYl!llll ill draftiug. 8lId 110 laug as then. is DO 'positive 
repugnam:y' between two laws, a court must gi~ effecllO bcJtb") 
Qutema1 citation omiaM). 

c 
Tobm:o m difl'ereD1 from the articles COil FiFiillll)' usoc:iated with 
the word "drugs,' the FDA regulations I.R iodeed the result of II.Im· 
8lOIIIId in aaew:y thillkiDg, 8lId tobaIx:o WlII most probably DDt OIl 

aayoIIC'S miod when the meA was mV'rd. Bllt the FDCA was 
broadly worded by deSign. In an area. In which comple" DeW products 
(DDd old plUducls, I5CICIII in the light of DeW evidl!llce) pose the poIIm. 
tiaI fur JrlevOWl harm. Ccmgress deem...s it nrcessuy 10 delegate 10 
an expert - the FDA - the job of monitoring drugs. Cigarettes and 
smob:less IObaa:o clearly fit within the UteRI terms of the FDCA. 
Absent 8 showing that following these sta1lllOry terms would be 
aImm1 or somehow frultnl!c congressional iDtr:nt. we are boWJd to 
uphold FDA jurisdi~an. 

'Ibc FDA's deuiaIs that it had any authori!), over tobaa:o were c:et-

. I 

. cainIy pan of !he backgraund against wbich CoJIi1:ess passed IObaceo- / 
Rlated Ieglslarioll In the thirty years following the Surgcoo. Geueral's 
1964 report, but this series of stl\IDtcs is hardly IIIl11J!111111!llt for "lee' 
islatiw ratificarion" (MlV. op. at 32 D.18) of.the FDA's prior posiliOll 
that the agency was powerless 10 act.. II: i. ogn:cd, moreover, IIIat an 
.gem:y Is pe~ 10 d!ange iIs miod, partil:uJarly ill response ID 
pew facts, so the nat question is wbctber aU tbat bas goae before -
the !nbpn:n stallllIS, the amsisreat dclliala by the FDA - is IAIfflcicnt 
to ~ • c:IIIar imlmt on Ccmgreas's part ID preclude FDA 
jIlrisdiction. 1be evidence ofl'eted by the companies falls fAr short. 

m 

H&vlns decided that Ihe FDA has 110 jurisdiction oYeZ' tobacco 
produci$., the majority had 110 reuon ID addn:ss whether clgateUes II1d 
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8IlIOel=sS tobacco wa:e "devices" and MIcIher !he choice of regula
tory regime - as B combination product, pursuant to the devic;e 
IlI1thoritic5 - was .permissible. I.gtee with aneS adopt the district 
coun's reasoning on IheIc poillbl emirely. see Coyne l!qhm. 966 P. 
~.mI3~. . 

IV 

.AlJptha- iaue not reacbed by the l1II\iority is wbtJtber the FDA may 
R:Strict the advertisiD& of tobacco products.6 On this point, I disagree 
wi!h the disIrict mutt', cotIC1usiou !hat the advertisiag regulations 
eycrecIrd thc FDA's SIIIIltOrY authority. 

'Ibc FDA fmmd Ihat "c:igareUe mc1 srooUIess tobacco use begim 
a'moSl exclllsivdy in childhood and adolescence.· 61 Fed. Reg. 
45239, MinImlIlR particularly wlDerablc to Madison Avenue's. 
exbaltaIiOllS, pIastemI on racing cars mc1 outtlel.d fences, to be cool 
ami !iIPOIrI:, be lII8JIly and chew, and the FDA fouod"compeUing evi
dau=e !hat promorional C.DqIlIips caD be extreIIIdy dfcctIve in 
attaJctiDg young people to tob= prodUCOl.· I!L. at 45247.7 Thc FDA 
chose to aaaclr:: the problem by anemptiDg to reduc;e the pressurcs to 
start usIIIg tobaa:o in the lint plac;e. 

The pcrdncnt pordOD of die of die 1976 Medical Devic;e Amend
meats, 21 U.S.c. § 36Oj(e), provides: 

The Sccreary may by regulation teq\liIe that a device be 
restrit:led to W, distribution. or usc . • • (by prescription] 

15 III view of its ruling on statutory groumIs, it was UJUlCCeS5U)' for die 
diatriI:t court to reach the companies' constill1tiDlllli ObjectiOllS to die 
advertitillg restricliOll$. Coyne 'kWn, 966 F. Sopp. at 1400 D.33. 
Ben",.., IICiIhc: party IllS briefed !be First Amendmem me. [ do oat 
djSCUla 11 bin. . 
., For example. one 8IDd.y cited in the rulemaking lCCOrd fuwJd that 
~30" of 3-year-olds and 91" of 6-y_.dcls could identify Joe Camel as 
a IYJ11bol for !!DV!kiDg.· l!b at 45246 (citing FISCher, Schwart2 &. Rich
ards, flrand Logo Recognition by Q!IJdren Agd 3 to 6 Yean, MkPY 
Mouse and Old loe the Camel, louma1 of die American Medical Assocl-
lilian, 1991). . 
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OZ' UPDD IIUCh 0IheI: conditiDlD as the Scerc!ary may Pili
scn"be in BUCb regulation, if, because of its potcnIiaIity for 
barmfil1 ctm:t or the collat«al measures uecessaE)' 10 its 
usc, die Sr:.cretaIy dcI:=miDcs !hat there cannot 0Ibawisc be 
reasonable IISSIIIlIIK:e of illS safety and cffeclivCIICSS. ' 

The FDA RIies 0Il1his secdoo as authority for the regulanons rtattia· 
iDg the advenisiDg of lObaI:co producIB, hs ratlcmale beiDg that thB 
authority ID restrict tI1e "salc" of or 10 impose "other coadilioos" on 
a product iDdudes wilhlD it !be IIIltborlty to n::strict the II\CIIII! by 
whicll such sales are geaerated. " 

Examples of obvlOlllly permiaiblc restrU:tioas of thB "sale" of a 
product are regulalioas regardiIIg whml, When, by whOlll, IUId ID 
whom a product can be sold. But is a resb:ictiDU on advmisiDg I 
resu\ction of the "salc" of a product? The cIIstrict court foUDd !bat thB 
plain meaning of the words precluded advertising restrictions: "Both 
as ordiaarlly defined 8IId as used in thc phrase'may • • . be resl1iclr:d 
to sale, ciistribution, or use,' the word 'salc' does not CIICOII'1pUl the 
advertising or promoIion of a product." Coyne Beabm, 966 F. Supp. 
at 13gg (footnote omitted). But ellen the dictionary I:JIIry cilm in tile 
district coun's opinion defines "sale" u"1be act of selling"; the tam 
"sales" is defim:d sa "[a]ctiviliea involved in the sdllng of goods IUId 
services." lQ. at 11.23. UDder a Qtevron step-two aoal}'5is - "if !he 

, staDIle is silent or ambiguous with respect to the specific isauc, !be 
questiDD is wbcIba: die aacucy's aajwu is hued on a permissib1c 
coDStruction of thc ltalUlc[,]" O!evron , 467 U.S. at 843 (foolnote 
omi""') - we need DIlly find !hat thc agene:)' constructiDD is a rca
sooable OIIIl, DOt the best DUe. See ilL. at D.lt. I beliew the term "sale" 
is ambiguons enough to CIICOIDpUS !be co~t of"otm for sale. " 

The district conn also IIistIlled an intent to withhold !he authority 
asscned by !be FDA from !he use oflbe terms "otm for sale" BOd 
".dvettisiDg· ~,In 1976 legislation. See Coyne 'k¥m,!166 F. 
Supp, at 1398-!Jg. HO'IIlI8Wl', while !be "Iaaguage and deslsn of the 
staIIUt as a wbole" ex Mart Cam. v. c.utier.Inc., 486 U.S. 281,291 
(1988» might tlIisc a questl.DD &boat tho QII:nl of Ihe FDA '8 IIIthority 
In tbis area, it doc8 IIOt mmdste a conclusion that Congresa intrnded 
II) foreclose !he FDA from imposing advenislng restrictions. There is 
simply no conclusive evidcnee of intent either way; the pbrase is aim-

S8 
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ply ambiguous, bo!b in isolation and wi!b reference to the CODIex! in 
which it is used. 

The !mil "sal", diatn'bution II1II1 1l1i1C,· which is used ouly 0DI:e in 
the C'lIllrc FDCA, can rcasonahIy be collStrUsl to ~ude all aspectS 
of a product's joutneY from the £ot;tory to the store ami to the hOlllll. 
M ( him: no!!!d above, tobacco is dilIcrmt from !be mn-of-lbc·miDc 
drags II1II1 devic:cs in the FDA's bailiWick, and the IIIlURl of the cI.iffi:r. 
ences dk:talC =w approaches to figll1 the dJmgerw posed. Because the 

. preclse approach chosen might DOt ha\'e been considered by the 
cIrafhm of the statute does !lOT. necesserily preclude iL The inletprCla' 
tiOD is • RII5oo&ble cmeBDd, tIieterI:n, _ IIIU.It defer 10 the DgetlCy. 

v 

I wOllld affirm the district court's judgmcut to the ""rent that it 
denies .mmnary judgment to the tobacco companies on the issues of 
!be FDA's authority to regularc tobacco procluas lIIIder the FIlCA 
and to regolab: such products as 'combiuation products." I would 
vaca!C the judgment bc:low. to the extent it grantS S\IIIUIIary judgntCnt 
to the rompanies on the issue of the FDA's authority to reguta!e !he 
advenisiDg of tobacco prodw:ls. 
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Betim: WIDENER. Circult ludge, ~ Se:nlor Circuit Judge, iIDd 
MICHAEL. Sc:oior UDited States District lucSge for the 
WesI£m Dl&trIct of V1IgiDia. sitting by designatiun. 

RtNcrscd by published opinion. Judge W'1dcut:r wrote the opinion, in 
which Smior Judge Mlcbael joined. Senior ludge Hall wrote a dis
senring apiniaD. 
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BOGGS, 1..1..1'., WashiDgton, D.C.; Willianl C. Mel eod, COLLIER, 
SH~ON, RILL .& SCOT!', WashingtoII, D.C., for PriVlllc Parties. 
ON BlUEF: FZlIDlt W. Hunger, Aaslstant Attorney Gene:a1, Walter 
C. Holton, Jr •• UDiIed SlalEs AUOmCy, SIcpheQ W. Preston, Deputy 
.Assistant AJItm1ey General, George 1. PhUlips. Couaselor to the 
Assistutt Attotuey General, Eugeue M. 'Ibirolf. Douglas N. Letter, 
Scott R. McIntosh, Christine N. Kohl, Civil DivisiDn. UNrI'BD 
STATES DEPARTMENT OF JUSTICE, Washi!IgtoII. D.C.; Marga· 
ret Jane Porter, Chief CQlmsel, Karen E. Schifter, Patricia 1. Kaeding. 
AnnciaIE Cbief COunsel. FOOD .& DRUG ADMINISTRATION, 
Rockville, Maryland, for Govermnmt. Robert R. Maa:us. SMITH, 
HELMS. MUU.JSS & MOORS. L.L.P., GreeIIsboro, North Carolina; 
Norwood Robinson, ROBINSON & LAWING, L.L.P •• Winston
Salem, North Carolina; John R. Jordan, lr., JORDAN, PRICE, 
WALL, GRAY .I: JONES, RaleIgh, North Carolina; 10hn F. FillliaD, 
G. Kendrick Macdowell, PATrON BOGGS. L.L.P., WnhillglOQ. 
D.C.; Eric Rowe, PATrON BOGGS, L.L.P •• GRCllllboro, Notth Car-
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olina; R. TlIl1DIhy Columbus, Brian A. Dahl, COLUER, SHANNON, 
RILL &; scon, WasbiDglOll, D.C.; Ray V. HattwelI, m, Doug\1III 
W. Davis, HUNTON & wn.LIAMS, RicluMncJ, V'uginia, for Privalfl 
Panis. HIlbert H. HumpIm:y, m. AIIDrIIeJ 0eIu!rBl, AIm 1. Gilbert, 
Solicitor ~al, Jarm:s S. AlexaDder, Aasimmt Attorney General, 
Cheryl HeiImaD, Aas\staDt Atlumey GaienI, STATE OF MINNE
SOTA, SL I'mIl. Mipnesota, for Amici Curiae State of Mimlesota, et 
aL Allison M, Ziev1::, David C. VIadeck, AlBI1 B. Morrison. PUBUC 
ClTIZBN unGATION GROUP, WashillgtOa, D.C., ful Amici 
Curiae Public Citizca, et aI. Dennis B. FlemiDg, Jr., GcIIeral CowIseI, 
MidIad T. Alexander, lac1t Conway, OFFICE OF THE GOVER
NOR, FrBI1kCort. Kentucky, for AnW;u! Curiae COiDi1illl1Wealrh of 
Kcnn..q. Daniel J. Popeo, David M. YCJIlog. WASIDNOTON 
LEGAL FOUNDATION, WaBhiDgtoD. D.C., fur Amici Curiae fOl1ll
dation, ct al. 

OPINION 

WIDENER, Cilwit 111d~; 

On August 28, 1996, Ihc Food and DIIIg Adnlinistration (FDA) 
published a final role eatitled "Regulatioxla RestrU:tiDg the Sale and 
Distribution of Cigarettes mu1 Smokclc:ss Tobacco to PlolllCt Chilrhen 
and Adol=-".· 61 Fed. Reg. 44.396 (1~ (to be codified lit Z1 . 
C.F.R.. pt. BDl. e...J!!.). In general, this J;U\e set aut ~DDlI RZStJ:ict
iIIg tire lI8le and distribatio.a of ~tte& and. smokcleas mbacco (col
lectiVely referred to as tobacco prodllcts) to milllln 8IId limiting tile 
advmisiDg and pmmotioD of tobaaxl pl'OdllCtB. PlBjMffil (cigarcttD 
and IIIIlOkI:less tobacco manufacluten, convenIence store retallen, 
and adverdsen) tiled chest COIlllOUdaIfld IdioIIs ill fedeIlII distriet 
court. challenging !he FDA's jurisdiction over tobiK:cO products and 
srr!cjog declaratory and iuJunctiYc rclief.l Plaintiffs. Ibm fUed a 

1 Wbal the c:omplalnt was tiIal on August 10. 1995, the FDA bad only 
is5Ued II Notil:c of P",posed Rul_aking. 60 Fed. Reg. 41,314 (1995). 
Following II c;C'mrneut period, die FDA adopu:d the proposed I:IIle In 
modified foan. 61 Fed. Reg. 44,396 (1996). Unless DOted o1hczwise. all 
~ in this opinion are to the fi1IaJ. versioll of !he rule pllhlished ill 
the PederaI RcgisIcr 011 AlIglIst 28, 1996. Where jlaUcs appear here 
within .a quotalion. they haw been IIIIdaI for emphasis unless orhetwisc 
iIldicatal. 
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morilRl fur summary j\IClgJllr:nt in the 4istrict court, alleging that. as 
a ma~ of III\V: (1) Congress has withheld froID the FDA the jurilldic.. 
tioD to regulaIII tobaeco products as marlccted by plaintiffs; and (2) the 
Federal Food. Drug, iUId CD8IIICtic Act (Act) does IlOt pemlit the FDA 
to ~ tobaa:o prodllCts eilhcr as drugs or as deYlces. In denying 
plaiDliftjs' JOOtlon for SUIDIIIIIIY j\ldgJllellt" in part IIIIIl grantiDa the 
motion in part, the district court held that Cougress did not "[iIIteod) 
to witllhold from FDA" the jurisdiction to regulate tobacco products. 
Cgype Beahm. Inc. v. FDA. 966 P. Supp. 1374, 1388 (M.D.N.C. 
1997). The dbuh:t COlIIt alBO concluded that the FDA bid II1/.lbority 
10 mguIate toballcD pnxlucts UDder the device provision of !he Act, 
bIIt dizappmved the FDA's resuictious on advertising IS inconsistent 
wiIh iSs IIflItUtory authority. Coyne BcalmI, 966 P. Supp. at 1393-1400. 
FiDaIIy, the di&lrict court stayed implenlcubdion of Ihe majority of the 
FDA's reg1!l ations pemIing appes1.2 Coyne Beahm, 966 P. Supp. at 
1400-01. The dislriet COIIrt certified illl order (ot immediate imerlocu
tory appeal punuant to 28 U.S.C. § 1292(b), Coype B~ 966 F. 
Supp. at 1401, and by order dated May 13, 19517, this court gr8l1led 
the § 1292(b) petiliOllS Cot Inunediare appeal filed by two of·the plain
liff groDJD and tile FDA. 111 addition, the FDA bad filed ilS Notice of 
Appeal dated May 2, 19517 ftom the partial injunction llr8Dted by the 
district court. Jurilldict10n over the coosolidaled appesIs is proper in 
this court WIder 28 U.S.C. §I 1292.(a)(1) and 12.!l2(b). 

Because !his calle arises from a molion for summary judgUlClll, we 
review the j1!dgment of the district court de novo. MyeP! v. Emlde, 
9SO F.24 leiS, 167 (4th Cit. 1991). PM PIItpOSeS of these appealB, 
p1ainljffs do not dispute the tildual fiDdings of the FDA. Based on our 
review of die record and the relevant legal authorities, we arc of opin
ion that thI:: FDA Iadm jurisdiction to regulate tobac:co products. For 
die reasons set forth below, all of !be FDA's August 28, 1996 regula
tions of tobacco prodw:la are thus lnvaIid. Accordingly, we rcver:se 
!be judgmrn. of the district CDI1rt. 

2 The district court IdI: in plBcc the FDA's proof of 8gt= requin:mcnt (or 
tobm:cn 5I1Ics and the restrictions on sales to p8rl1Ol1i1 WIder age 18, which 
had ~ gODe into efli:ct. Coyne Besbm, 966 P. Sapp. at 1400. Haw
ever, all SO Statea have alre.ady baJuIed the Balli of tobacco to IIIInats 
UDder stale law. See 61 Fed. Reg. at 44,419 (citing a joint Jette[ from 2S 
III;ole auomcys petal iIIlI1 OIher COIllllll:l1IS submitted to thll FDA). 
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L FDA's Assem;d Ballj!! for Jurisdiction 

1bc FDA3 has authority to rcgu1ate produclll only if they filii within . 
one of the categories defiDed by CongmG in the Act.4 In lite jurisdic
tbmaJ del. ",d.",tion atmchcd to Its August 28, 1996 rcguIations, tho: 
FDA ~ jurisdiclion over tobacco Products under thD dnJg5 and 
devicd'i defiJIitioos in the Act. 61 Fed. lag. 8144,628. Aa:ording to 
. the FDA, tobarm producls tit wlEhiD Ihese definitions because they 
are ·in....,ded to affect the BtnICtUre or any fimctiou of !he body.' 
MOt'C specifically, die FDA collCluded that tobII:I:o plOduels 8Ie 
·""'UbiDatiOJl. pmducts CIJIIlIilldDg of Dicolinc, a drug dial CIIUIIe& 

addlcrion and odIet significant phamlllCOloglcsl effecII 011. the humaIt 
body. aDd device colll[lODl9ll8 that delivet lI.icotinc .to the body.·7 61 

3 On must occasions, the Act reters to the authority of the Secretary of 
the DcparImcIIt Health and HU1D&ll Services (HHS) to tab: certain 
actiOllS. However, Ihe Seaelaty IICI$ through the Commissioner of Food 
and DIugs. 21 U.S.C. § 393(d}(2). For sill1Plicity, we wiU refer to ;my 
legislative: dcIegatioD as if IIIIIIIe direcIly to the FDA. 
4 Tbc ClltegOries of products subject to reauJation by the FDA are food, 
drugs, devices, aad cosmeIic8. 21 U .S.C. § 321. 
5 Tbc Act defines 'drug' In pertiDel1t part as "utir;1"" (other than food) 
inlmlded to affect the BtructoR: or lIllY function of the body of IIIIUI or 
other animals." 21 U.S.C. § 321(g)(1)(C). . 
6 In relevant part. "device" is defined as an article which is: 

jmended to afb:t !he slrllCtUre or lUI)' funclion of !he body of 
maD or otbcor animals, aDd whlc:b dc;!s not achieve Its prin1uy 
in""u'", purposes through chr:micsl action wiIhiIl or on the body 
of IIIIID or other animals 8IId which is Dot dependent upon being 
metsboliml fOr !be acbieveIru:nt of its primBIy iDJl'!llded pur-

. poses 

21 U.S.Co § 321(h)(3). 
1 A COIDbination product is described as a product dial CODlBios a com
biuaIiml of a drug, device. or biological pmduct. 21 U .S.C. § 353(g). 
Neitbcr part;y OOOlMds that tobacco products coDlllin ~ "biological 
prodvet,' lIS that tI:nIl is used in the Act. s..e 42 U.S.C. I 262(1) (dctinillg 
a biolngical product as a "vinls. thcrapc:ntic: serum. taKin, anriloldD. Vile

cine, blood, blood CQIIIPIJI1eIlt or derivative, allergenic product, or analo
gous prodnct . . . applicable to Ihe prevention, treaUIIeIIt, or cure of a 
di .... se or comUtlon of hUlllllll beings'). 
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Fed. Reg. Bl44,628, 44,649-650. Based on ils dassitication of 
IObacco products BS combination products, the FDA claimed !hat it 
could cxta:ise its discmion in deciding whetber the drug provisions 
or devie!: provisions of the Act should. apply. 61 Fed. Reg. at 44,400. 
Although filllllng that tnbacco pmducts C\InCIlon prilllarily as drugs. 
61 Fed. Reg. Bl45,20!I-21B, the FDA c:onc\udallbat cobacco prodUCIS 
ac most pawperly regulated. under the device provisioll8 of the Act, 
in particublr the restricted dcvicca section, 21 U.S.C. § 360j(e).8 61 
Fed. Reg, at 44,400. TIll: FDA's jurisdictional clelmnination I:IICOII1-

passel owrCiOO pages in the PedenIl Register; bowever, its basic 
premise em be fairly lIi!11 lii8rimd in one seutcnce. That is, the fDA 
assertI!d jurl&diction over tnbacco pnxIucts based on its COIIclUlion 
lhlIt lObaem products fit Within the lireral d.efinitiona of drug and 
devie!: as set fi:mh in the Act. In short, the FDA's inquUy began and 
CIIdec1 with the d.efinitiona section of the Aa. 

We are of opinion Ibat the FDA's limited, mechanjstic iDquiry is 
insnfficienr tn dderminc CoogIcss' ililellt. Therefore, 113 directed by 
Q!eyron U SA Inc. y. Natural Resources DefC!!l!C Council. Inc., 467 
U.S. 837 (1984), we employ the IraditiollBl tools of SWIItory con
structiOIi tn ascertain congressional inlellt regarding whether the FDA 
bas III1thorit;y tn n:gu.IBle tnbacco producIs. 

D. .Turisdic;tional Analysis 

We begin with the basie: proposition that agency power is "not the 

8 SeetiOD 360j(e) plOVides in relevant pan: 

(1) The Secretary may by regulation· n:qujrc Iiw a devie!: be 
n:sIricted tn sale, distribution, or use -

(B) upon such other oondltions BlI the Secretary Il1IIY prescribe 
in such regulation, 

if, bcc:muc of ilS potemiality for barmfiJl effcc:t or the coilalenl 
measures necessary to its use. the Secretary detcnnines !bat Ihe.n! 
cannot otherwise be reasonable aslllr&nCe of ilS safi:ty and effcc. 
riVCIICSII. 

21 u.s.<=- § 36Oj(e). 
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powa- In nme laW. biller, it is 'tile power to adopt IegUIaIions to 
carry iDm c:ft\:ct the will of Congress as ""Pressed by tI= slllblle.'" 
Ernst &.Irnst Y. Hochfeld!!r, 425 U.S. IBS, 213·14 (1976) (quoting 
Manhattan Gen, Equip. Co. v. Cpmmlssion, '1!Tl U.S. 119, 134 
(1936». 'Ibus, 0IIl' initial iDquiIy is wh~t CODgreSS i1111:Dded to del
egate to the FDA authority to n:guIa1e tobacco products as "custmnlll:
iIy llIIIlketed. -" lbe distr!cl court framed the Iasue as "whether 
Cougn!u has cvldem:ed its c1C!\1" intcat to withhold from FDA juris
diction to reguIaIc tobacco products as customarily 1IIIIrkctal.· 9!m!; 
Beahm, 966 P. Supp, Bl 1380. However, we are of opinion that the 
issue is eorn:ctly frlI=d ,s whether COJI31'Il8B Inlellded to de\eglde 
&UChjurisdic1ion to the FDA. See Bow!!!l Y. G!!grft!DW!l Unly. Hom., 
488 U.S. 204, 208 (1988) (slating rhat "[ilt is axiomatic IIIat an 
administrBlive ageucy's power 10 prollllllgate legislative ~la!ioruI is 
liDlitcd to the: IIIlIImrity delcgBll=d by Congtc&s.); INS Y. Chadha, 462 
U.S. 919, 953 D.ltl, 9SS n.19 (1983) (providing that agem:y action "is 
always subject to c:hIIdc by the Im1DB of the legislation that authorized 
it; aJU1 if !hal audIOrity is PTI"""d"" it iJ open to judicial rcvic:w' and 
'Cougn:ss ultimately cxmtrols admIuiruative agencies in the legisla
tion !hal creates them·). 'Ibis fimdamentalllliscoaceptian by the dis
trict court of the principal isBIIC in !he case unavoidably skewed the 
rc:ma;ndn: of its BIIBlysis. 

Applying the principles !lei forth by the Supl"elDe Court in Chevron, 
we examine whether Congress in"",ded to give the FDA jurisdiction 
over IObac!;o prodw:ta. Under Q!evmn, we fitst consider the intent of 
Congn:sa !e:m • ..., "[i]f the iateDt of Congmss is clear, that is the ead 
of the lJWIel';_forthe court, as well as the agency, IIIIIBt give effect 
to the UIIlIIIIbignDusy exptcssed In1CDt of Cmlgress .• Chevmn, 467 
U.S. Bl 84M3. It is only If the IDtcnl of COIIgIC3S Is ambiguous that 
we dcfcl- to a penn1ssIble inreIpEeWion by the ~, Cheymn, 467 
U.S.'. 843. And we noa=, with empbasis, that the SuPmDII Court has 
Blated 1IIat'[a] pn=ndItian to defen:Dct: under g.evron is & c0ngres

sional delegation of adminisuative authority.' Adams Fruit Co. y. 

9 P1ajntifflt use the tenD "customarily 1I1Bl'IceIM" In their briefs to indi
cate toblu;c:o ptOduct& mPrlreted with IaIlitomary claim5 such as smoking 
pleuure as opposed to tobacco pmducts markmd with ~fic tIu=ra
peutic claim:! such as weigJ1t IMs. Unless indicated otID:rwise, all mbr
euces ID this opinion are to tobacco pmducu as customarily 1IIBlketed. 
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~,494 U.S. 638, 649 (1990). AccordiDgly, DO defetem:e is due 
the FDA's CODSIruCtioa. of the Act IIIIless it is a~ 'WiIhiD the 
bOUDds of its coDgresalollll1ly-estab~ authority. If the court can 
asa:naID CcmgJess' inteDt on a paIticulal" question by applying !be Ira
ditioual n&Ies of StalUtory c:ouatmction. then it DlWit give cff'ect to that 
iDtmJt. Cbevrrul. 401 U.S. lit 843 D.9; stie B1so Cabell HUDtirurtgn 
Hom .. Inc, y. ffi!alala, 101 F.3d 984, 986 (4th Cir. 1996) (lItIIting !hat 
"[t]be goat ef stallltoIy iDterprcllltlon is ro implcm=t ~ngressioaal 
iD_"). We a\SO DOte !bat ucc:rtaiIIiog congIeSSimllll iIUeI1t is of par
tiI:ullD: iqIerIaIIc:e wbeR:, 85 bcrc, an agency is attempting to cxpau4 
the scope er its j\lrisdiction. See, e.g., Adamll Fruit Co., 4!U U.S. 1\1 
650 (quotiDg Federal Maritime Cgmm'n v. Sealnlig Lim. Inc., 411 
U.s. 726, 745 (1973» (wamlDg that 'lID agency may not bootstrap 
jlBelf imo au &ml in wIIicb It Iw no jllrisdictiOD "): ACLU v. FCC. 823 
F.2d 1554, 1567 n. 32 (D.C. CU. 1987) (stilting that"[w]hcll1lD lIgen
cy's wx:nion of powc£ into m:w IIJeIIII8 is WIlIer attack, thcreCure, 
cou.rm dunIld pezform a.close IIIId &ean::bIng aulysls of congreasioaal 
iDIImt, IetIIlIiDiDg skeptical of !he ptopOSitioll !hili Congress did not 
speak 10 such a timdamlmtal isS\le"), celt. depi~ 48S U.S. 959 
(1988); H\oC'raft C10tblng Co. v. NLRB, 660 F.2d 910, 916 (3d Cir. 
1981) (noting that "[t]he mote inlen ... scrutiny that is appropriaID 
wbcD the agency inlctprct& ita own mthorily may be gtoWlded in the 
11IIIipOkIm ~ that govCl1Wlel1t agencies have a tcndeDcy to swell, 
DOt shrIIIk, aDd are likely to have ao expansive view of their mis' 
slDIl') . 

.Although die IaSIc of stallltDry construction generally begins with 
the actuallaoguage aflhe provision in question, Mead Com. v. Tl1!ey, ; 
490 U.S. 714, 722 (1989), the iDquiIy does not end them.10 The 
SupmiII= Court has often emplwlzcd the ena:tal role of conteltt as a 
tool of stan,1Ory CODStructiDII. For example, the Court baJ stalal !bat 
whm construing a statule, courts 'lIDIst DOt be guided by a aiDgIe sen
Il!III:e Or mm!her of a sentence, bullook 10 the provisiona of the whole 

10 rn fact. if appUcation of tile plain iaDgUIlgC of a stalUte "would pro
clua: a tcSII!t cIcmonslrably at odds with the inrcDl of Coagess • • • the 
iDteIIl of CoogRSI I8lhcr than the met IlIIIgWIge controls •• Maryland 
Slate Dep't of Educ, v, US. Pep', of Veterans Affiaim, 98 F.3d 165, 169 
(4th Cir. 1996) (citing United Slates Y. Ron Pair Bmer., Inc., 4119 U.S. 
235. 241 (1989». cert, deuie4, 118 S. Ct. 43 (1997). 
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Iaw,a to illI obj= aad policy! UnlUid Stales Nat') Bank of Or. Y. 
Jndo;pendent Ina. Agent. of America. Inc .• 508 U.S. 439. 455 (1993) 
(quoting United States Y. Heir!! of Boisdom, 49 u.s. (8 How.) 113, 
l2Z, (1849»: see alISO Regions HOI!!!. Y. Sba!$ , titi U.S.L.W. 4125, 
4129 D.S (U.S. Feb. 24. 199B) (No. 96-1375): MaollllChuseus Y. 

M!!!l!ib 490 U.S. 107, 115 (1989). 'Ibus, the lradilional. rules of !IIBtU
to1Y coDStrl1l:liou to be used in aacertaiuiug COIIgre8Sional intmt 
iucWde: the ovaa11 StatutorY """erne, Offshore LoaiBtic!, Inc y. 
Th\1cn!ire,477 U.S. 7.tf1, 221).221 (198ti) (diRCting «J\UUIIO examim: 
the lmIgwIge oflbe stalUte BB a whole): legislative history, Alberton 
v. FDIC, tiS U.s.L.W. 4062, 4067 (U.S. Jan. 14, 1997) (No. 95-928): 
'the history of ewlvillg congressiooal reaulatiou in !he IIRII,' Y!!!m 
v. CFI'C. tiS U.S.L.W. 4141, 4144 (U.S. Feb. 2.5, 1997) (No. 9S. 
1181): IUId a coosidendou of OIlIer n:1evant statutes, Uniled S!atg y. 
~ 311 U.S. 60, 64 (1940) (CIqlIabliDg that'alI lIdS in pari 
!P!!Wja lin! In be Ween togelhcr Bl) if they were QUI! !.a.w·) (italics in 
originsl). With these general priuciplc:& in mind, we begin our inquiry 
imo !he issue of whed1er Congress intended to delegate jurisdiction 
oyez tobacco products 10 !be FDA. 

A. JntrlDstc 1Mdmrs 

'11m FDA conectly conteIIds !hat the language of the statute must 
be the startiDg point of our IIIIBlysis. We agme dlat the fint IitqI of 
smtutory amstruct10n is determining the pJ.ain meaning of the statu
fIOry !eXt. J%ll'act, the Court innJucts Iba1 the in'lWry ends with !he 
ID1IItDry language when the Japgusge is ulllllJlbiguous 8IId "the swu
lOry sclieIJMI is cob=mt BDd consisteDt.' Robinsou v. ShdJ on, tiS 
U.S.L. WAI03, 4104 (U.S. Feb. 18, 1997) (No. 95-1376) (quoling 
Ron Pair Enter .. 489 U.S. at 240). 

However, die ftaw iu the lillli!ed approach suggested by the FDA 
aruilllkeo. by the district coon is thst they examine ouIy the litel:al 
meJ!!ling of die statumry defiuitious of drug 8IId devica.ll See FDA 

11 PDf CUlllple, ill iIa jurisclictlonal analysis, the district court pu!pOl'!M 
10 ",,"mhle the oTezt of Ihc Federal Food, Drug, and Cosmetic Act. ' 
Coype Beahm, 9ti6 F. SUpp. at 1380. However, the COIItt mentiOJll'Cl only 
the defiuitious sectilJllll of the statute IUId iguoml. the !ext of all of the 
mBndatoIy opcllllive pwvisiODll of the Act. 
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Red Br. at 34 (statiDg that "the jurlsdlctitmal iuquity is at an end with 
lb.e com:lusiQll that cigarcttea aDd BlIIOb:Iess IObacco arc 'intended 10 
affi:ct the IIIrUCtDle of any fu~1on of the body' wilbin the ml!8Ding 
of the Al:t.'s dtug IUId device provisions'): see also Coyne Beahm. 966 
F. Supp. al 1380. 

A "" .:I!''';cal readiDg of cml.y the definitions ptOYisioJls may 
appear to support the Ilcm:mment's positiOD that tobacco pnxIucts fit 
within the Act's definitions of drugs at devices. However, an initial 
problem with the goveinmcnt's theoty is that the definitions of drug 
aiId device requile not Daly tII81 the anide "affilct the struCWtC Ot any 
fimc:tirm of die body," but also that these effects be inpudrd. 21 
U.S.Co §§ 321(g)(1){C). 321(h)(3). As noted by the diBtrU:t c;ouxt, "no 
court bas _ fou!Id that a procIuct Is 'lmended for use' Dr 'intended 
to affi:ct' within the meaning of the [Act] absent manu!acturcr claims 
as 10 that product's use.· Coyne Brahm, 966 F. Supp. at 1390. Even 
tile FDA does not ccmtend lhat tobacco manufacturm make any such 
c:Wms. Coyne Beahm, 9titi F. Supp. at 1389 11.14. 

Evm if '1ft 'IWnI to aa:ept the FDA's position lhat DO other inquiry 
is permissible if IObacco products fall within the lileta! definition of 
drug or dcvh:e, the jurisdictional inquiry would not aid there. Both 
the FDA IIDd the district court falled to examine the Uleta! definiuD118 
ill view of the language and struCblI1: of the Act as a whole. Sach 
holisIic approach to statutory c:cmstructi0il is WI:lI-5UppDi ted by the 
CIISe law. See, e.g., Robinson, 65 U.S.L.W. at 4104 (stating that 1IIlIIu
IOI:y Iangvap must be ...... mioM by "reCe,eu<:e 10 the l:mauage itself, 
the specific COIIlext itt which !hat language t~ used, aad the broader 
coilte:ilt of the statule as a whole"); Gustafjmn v. Nloyd Co., 513 U.S. 
561, S70 (1995) (instructing that acts of Congress"should not be read 
as a series of IIlItCIated and ilIoIaled provisions"); United States Nat" 
BmIc.50S U.S. at 4SS (quoting United Savings Ass'JI of Texas v Tim
bers of Inwood Forest Assoc .. Lrd.., 484 U.S. 365, 371 (1988» 
(Cl<p1aining that sIBbltoty II1terpretatioD is a "holistic endesvot" lhat 
must inciudc, at S minimum, an exatoinalioD of the stBtuIe's full text, 
its structure, ami the subject matter). AI:cordingly. out task is to 
examiJlc w!=ther tobacco products fit into the overall regulatory 
scbm.e c:reated by Congress . 

.A=mSing to FDA Deputy Commissioner SchullZ, "[a] nmdamea
Ial pucepl of clzug aDd device regulation In this COUllit)' is that !Iu:se 
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pI1IIIuds IlIUM be proven safe aDd effective before they can be sold .• 
Statc:IUCIII by FDA DepUty Cnmm; •• ;oner WIlUam B. Schultz before: 
!he Small: Comm, on LabOr and Human R/lsourcea, 1041b Cong., p. 
8 (Feb. 22., 1996). III fact, the POA's ~ODally-eslabliBhed IUis
siou &talmlmll provides !hat the POA is chargal with protecti1Jg !he 
pub1ic bcalth by ensuring 1b811ntJl.1lm liNgs are "safe and ctrecdve" 
aDd dill "t.J=e is a reasonable lISSUIlIIK:C of !he safcry and effi=clivc
ue5lII of devices iDfcroded far human uae.· 21 U.S.C. § 393(b)(2)(B), 
(C). DIlriua ita nJlcmakiDg, the FDA foIiDd that tobacco products are 
.~. "\lllBafe,' and the cause of"grcat pah!. and suffering 
froID illIIess sucb as CIlIICer, respiratory UIncsscs, 8IId bean disease. " 
61 Fed. Reg. at 44.412. Ia addition, the FDA determined that aver 
400.000 people die each year f:om toIJaccn use. 61 Fed. Reg. at 
44.412. 'Yet, Ihe FDA has proposed to ~ tobaI:co pmducu 
UDder a statutory provision dill reqWn:s conditions 011 sale and diatri
butiem whicb provide a reascmablellSSllIBDCC of safety. 21 U .S.C. 
§ 360j(c). According \0 !be FDA, a del!:nnination of safety UDder the 
Acs. ~ coosideration of the ristes of a product compared to the 
"COIIIItcrvailing ell'ects of use of !hat product, iucludlag the COIISC
qneuces of not permittillg the prochu;t to be mar)g:ted." 61 Fed. Reg. 
8144.412.-13. Thus, the FDA concluded that withdrawal of tobacco 
froID !he market poses significant health risks to addiC1ed adullli 
whil:h outweigh the risks of lcaviDg Iobacco products on the ~. 
61 fed. Reg. at 44.405, 44,412-44,413. 

But that tat is CODII1Iry to the BIaDIte. The stallltOry provision, 21 
U.S.C. § 36Oc(a)(2)(C), provides that safety and effectiveness are to 
be rfr1ermlnM by "weighing any probable bcDefn to beallh from the 
!!!!!! of the dcvke against any probable risk of injury or illness from 
such YB!." Sec also United States v. Rlltherford, 442 U.S. 544. 556 
(1919) (stating that "u drug is UDSam if its potential for inflictiDg 
cleath and physical Injury is not offset by the possibility of therapeutic 
benefit"). ACCOldIng 10 the lang\l.!8e of § 3601;(a)(2)(C), the FDA's 
obligatioD is to BlIike a balance between the risks and beneflta of the 
!!!!!! of a c:enaIn product, not to weigh the risks of leaving a product 
all the market agaiDst the risks of takiog a product off the market. The 
FDA is unable to Stale 1lIIY real health benefit derived from leaving 
tobacco product!l on the market. This Is not 10 say !hat the(e are not 
other public polioy rea5OU5. such as impact 011 !he national ecorunny 
and the potadial for a black market, weighing again .. a ban em 
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tobacco pmdDcIB. However, this type of de:isiOl1 involving couatcr
vaiIhIg national po1iQY IlOlIcemB is just the type of ~0I1 left tor 
COtIJI1eI!S. By statute, !he FDA's Bulhorily is IimilallO the ba\ancing 
of bes1Ih benefils and risks. 21 U .S.C. 0 360c(a)(2)(C). Thus, lis 
all ap!t:d malogy betwCCIl tobacco pIOdllClS aud c:hrmotberapy drugs 
is not well raIa:u. 61 Fed. Reg. at 44,413: These canccr-fightiug drugs 
may be considered hiBb·riak. but they bave Dot been deemed. "UMAfe" 
by die FDA. Uudtr !he Aet. the ey to a1lowlug tbese drugs to remaln 
OIl tbc DJaJJcet is that their use produces affimmlive bealth beuefils 
wbicb OIItWCigh their risks. 21 U.S.C. § 36Oc(a)(2)(C). Aa;ordlng to 
!be FDA's own findiugs. tobal:co produ.l:ts do not meet this tat. for 
rIa:le Is 110 bealth bcudit from the _ oftolNlc:co. The FDA's luquil:y 
iIIto whether !he riBIm of removing tobacco products from the ~ 
me greatez' than the riskll of leaving thew on the UUtrIa:t is inelevant 
UDder § 34S0c(B)(2)(C). 

In the Pioposed regulations, Ihc FDA clw'ai:teriJled tobacco prod-
1JI2S as combiuatiOl1 products conrailtiug drug and. device COIl1pOtImItS, 
but purpmted to regulate tobacco products IIIi restricted devices under 
II 360j(e) of tile Act. Secdon 36OJ(e) permilB the FDA to place restric-
1i0llS au !he sale, distributiOll or use of a product which are nec:es1lBlY 
for a "reasonable aasurance of saCety" of the prodJu:t. 21 U .S.C. 
II 36Oj(e). Howeva', based on the FDA's chamctcrization of loim= 
}IrOdIIcIB as ,msare, it is impossible to create regulations which will 
provide a reasonable aasurance of safety. 'IbUl, Ihe FDA C8IIIIOt com
ply wiIb the tenDs of the very statuiory provision it has ohO&Cll as its 
basis for replatlcm. In addition to the fuIIdameD1a\ contlica described 
above, at 1east six interDal Inconsisteocies arise whe!l rnbacco prod
ucts are furced into the drug OJ: device regularnry pcbemes of the Act. 

First, , 355(8) of t1Ic Act u:quiRIs that all =w dIUgs be approved 
by the FDA bd'o~ IlllU'ketiDg. 21 U.S.C. § 355(a). Tbe Act RlCiulres 
the FDA to disapprove appllcations fur new drugs 13 if the drug is 

U .Iu ICI.cvmu pad, the; /u:;t defines a "new drug" as: 

ksy drug • • . the: c;ampositiou of which is such that suCh drug 
is DOt geuenlly ~, IlJIIDIII1 expeits qualified by scientific 
IraiuiD& aDd experience to ~aluale the safety and effi:ctivcneas 
of dIUgs, as SlIfe and effeetive for IISC under Ihc coudlli.DDS pre
saihed, rmomRoended, or SUggI:Sted In the labeling thereof ••• 

. 21 U.S.CO I 321(PXJ), 
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deemm IID!l8fe or if !here is DDt mbSUUldal evidence of ita effedive
ness. 21 U.S.C. § 3SS(d). This msndalOlY approval process presents 
an iDBumIDwItable problem for the FDA wiIh respect to tobacco prod-
1ICI!I beCmse of the FDA'. fiDdiDg diat Ibey are 1II1S8t'e. 61 Fed. Reg. 
8144.412.. In filet, !he FDA has cooccdcd that UDder lhe I1'mdatOlY 
approval pmvPioDs. tobacco products would COIIStitule II!IIIppItM:d 
new drugs. 60 PeeL Reg. 41.348 (I99S) (FDA Proposed Rulemaldllg). 
AI such. tile AI:t wuuld :equiIe lhe prohibition of the disttibotJon and 
mptkr:sing of tobacCo producIa. 21 U.S.C. II 331(d), 355(a). 

The FDA IdteiiIpIii to avoid the probll!Dl inIIen!nI: in the new drag 
appIU¥a1 ~ by classifying tobacco products as combiDation 
.~ aDd theD. choosillg to regulate them as devices rsIher than as 
drugs. The AI:t din:d5 the FDA to detamJiJle tile primary mode of 
action of a c:omblngtlon pnxhu;t. 21 U.S.C. § 353(g)(1). If !he FDA 
deIcmIiIIes that the priItwy mods of actiDD ill that of • drug. thea it 
UlUSt assign "primary jurisdicUoo.· over the product to tho peiWOIIB 
c:.b;o:ged with ~ micw of dtugS. 21 U.S.C.g 3S3(g)(l)(A), 
(B), lheFDA c:oo=des Ihstthe "prinwy lIIOde ofac:tion" of tobacco 
products is that of a drug.13 FDA Red Br. at 26 (eiling 61 Fed. Beg. 
11145,209-18; 44,4O(J.(l3). Yet, it chose to regulBle tobacco produc.ts 
devices WIder I 360j(o) of tbo Act. 1biB trllllSPlll=lt action by the 
FDA, obvious IOphistry, taken in order to llvoid tbe IICW drug provi
sians of the Act, reinfo!=S Ihe c:olll:lusion Ihst regulatiOn of tobaI:IXI 
produCIB UIIder the Act was 1I0t intoIIded by Co!IgRss. However, the 
FDA's dpmficUion of tobal;o;o proclu4u as devk:es could not avoid 
simibt problem' C8USI!d by other provisions of the Act. 

SCdioo.331(a) of the Ac:t prohibita Ihe ID!roduct!on Into or dcllwry 
In iIm::rBIaIe cgm""'R:e of any drug or device IIW is misbranded. 21 
U.S.C. II 331(a). Under I 3S2(j), II drug or device i. deemed to be 
misbrmded if it is ~us to heallh IrJ\ln ued In !he tIIIIIIIIe1' B1II
gested io,1Im 1abeIiD&. 2.1 U.S.C. I 3S2(j). The FDA has conclll"'" 
that tile use of tobaoco prodllcls is da.agerous to health. 61 Fed. Reg. 

13 ~Y. the FDA cbose to regulBle tobacco proclucal as devices 
. ew.n dlough it IIaa regulated ~ D.I.cotine prodl1CIB within itll jurisdidion 

- Dic:oliDe palChcs. Di!:otiJIe gum. IIIId nicotine nua16pntyS - as drugs. 
Approved Dmg Products with Therapeutic EquiValeIP BvalWltiODS, 
1762 Food Drug Cosln. L. Rep. (CCH) 3-220, Z2.1 (FDA May 29, 1996). 
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lit 44,412. 11ms, it is impossible for ~ lab.,liIIg of IObaa::o products 
to suggest a noodanaemus use. Al:cordiogly, #SESE # 331(a) IIDIf 352m 
opaam m ~ die continued markcling of robaa:o products illcgal. 

A drug 01: device is also considered mIs~8IIded, ami thus prohib-
iIM UDder I 331(a), if it docs DOt iDc:Iude"adeql1llll: directions for 
1ISe.. 21 U.S.CO § 352(f)(l). According to the FDA, the ~ 
of adequafa dfnocrions for use meaDS "dim:tioDs IIJIdt.r wbich the: Iay-
1IIBIl can use a device lIlIfe1y ami for the puIpCIIe6 for whlcll it Is 
jntendl:d." 61 Fed. Reg. at 44,464. TIle FDA'caD eumpt clJugs IIIId 
devices from I 3S2(f)(l)'s dlrec::tlolls requimneDt, bot only if the 
iDformaIioIl is "not accessory for die protection of publie ImalIb. " 21 
U.s.C. § 352(1). The FDA bas previously iDmpreted i 3S2(f) m mean 
Ihat lID ~ from the dim:tion requilemeuts may be graDted 
wbm otbli:r cin:mmPaores (such as a phyaidan's prescription) can 
masOllably _ safe use of the drug or device. 21 C.F.R. 
§Ii 201.10l)..,W1.l29, 801.109-801.127 (1996). 

'lbc FDA DOW conl!!Qds !hat an exemption for tobBl:al products is 
approprime, 61 Fed. Reg. at 44,410, because evety()lle knows how IJ) 

use tob!IC'ro prodIIcIs and thuB directioua an: DDt needed. See 61 Fed. 
Reg. at 44,465 (6Iatiag that tobacco products are"oDe of the most 
Jeadily avai\ab1c CODS\I.IJICI" products aD the lDIIIet roday. Canso
quemIy, ~ way in which these products 1111: U&ed is COIMlllIl knowl
edge.. "). Hawevet, \be FDA violalm its owo iDIelpretation of the Act 
by CliEUlpling IObacc:o prodllCtll UDder § 352(f) without any _ 
of safety. Jke!!'! ... of the FDA's fiDdiog !bat tobacco products are 
uDs.m, 61 Fed. Reg. lIE 44,412, it Is impossibll! to provide dlIections 
for safe use 88 lCQUired. by the stabile. In addition, tbe elOmIpIioD is 
iDappl/alhlc: because DO allSlUallCe of sa&Iy C8D be given for iIIher
artly UDSIlfe pmducta such lUI InbacaJ. Again, the FDA '8 aeecI In 
apply Ibe stalUIDry exemption ~ !bat the Act does DOt IIDd 
aIIIDOt apply to Inbacco products. . 

Similarly, a drug or devic:l! il also considered misbranded, and dws 
pmbiNred by § 331(a), if it faiI& IJ) beat"&deqnare Wllfniilgs agalDat 
use • • • by c:bildlm where ita uae may be dangerous In bea1th .• 21 
D .S.c. § 3S2(f)(2). Unlike § 352(f)(1), this section does DOt permit 
any exemptiom; from till! wamiDg rcquimncnt, In support of its pro
posed regu'a'ion', the PDA cited widespread use of Inbacco products 
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by =lD/)n ami fucIlsed on controlling youth use 88 IlIIIe8II5 of 
decreasing tobacco-rcJaIed illnesses and deaIhs. See 61 Fed. Reg. 11 
45,.238-243 (characIeriZiDg youth use of tobacco ptodUClS as a "peeli
atric dillOl."). The FDA COIICluded dult Ihe wamings iDandated by 
otber /ixIcml1fll1Ub:a satisfy the Act's requin:ment for adequalD warn
lnp to chilcIIeD even though _ of the- &taIUIOrily-pmcribed warn
iDgs addrMr Ihe particular dangexs of youth use repeatedly 
emphasized by Ihe FDA. See 15 U.S.C. § 1333, 4401 (requltl.Dg Sur
sean Gcoetal warnIngs about beaI.!h r!sb posed.by IO~ prodllClS); 
see also 61 PeeL Reg. at 44,465. The FDA was co~ 10 find that 
Ihe ~ _nda!M by other fedeIal·statutea are sutlicUmt becBuse 
the app1icab1e fedeIaI suuutes do DOt permit f'edemI &gaIe1es 10 add 
ID CU" modify Ihe c:oJI~y-maud81ed wamiDgs. 15 U.S.C. 
II 1334(a), 4406(a). Again, tbc colllOrliOD.S that !be FDA has gope 
through demnnstme dult Congress did DOt intend ila jurisdicticmal 
gt'IIIl ro the FDA to extend ro tobacco products. . 

Puttbmnore. IUIder 21 U.S.C. § 361lc(b)(l), aU devices imended for 
luIman use IIIIISl be classified Into aile oUuce categories, Class I, n. 
ar m. based OIlllSCel1ding dc:grces of cIIUIgerousoess. Placement is 
"PPropriate in the class Ibat win provide Il -n:asoaable SSBllnux:e of 
the safety aDd effectiveness of the cIevk:e." 21 U.S.C. 
§ 360c:(a)(I)(A){C). As discussed above, safety aml effi=ctivenea ue 
~ by "weighing any prObable benefit ro health from !be use 
of tbc devil:e against any pmbable risk of ll\Iul)' or UlIlCSB from IIIK:h 
UsB. .. 21 U.S.C. § 36Oc(a)(1)(C). Three yeaIlI after it first introduced . 
the proposed regulations, Ihe FDA bas yet to place IDbacco products . 
InID ODe ofllle three caregorles. However, Ihe agency's awn findinga 
with mspecl ro dangers ro bcalIh requm, classifir.atiiin of robacco 
producls as a Class m device BIIbject ID premarb:t approval bc:cmlse 
they "[present] a polclltial UDreIISonable rule of WDesS OI ilUury." 21 
U.S.C. § 36Oc(a)(1)(C)(ii)(II): see also 61 Peel. ReB. at 44,398, 44,412 
(discussing dangers of tabsa:o use). Under the ~ approval 
process, IDbacco products coulcluoc be approved without a sbowiog 
that there is a n:asouable asauraJJCe of ~ and effectivel\e!! of the 
WJCIucts when ua in !be II\amleI: &UJI8CSb'd by the labe1lDg. 21 
U.S.C. § 360c(a)(lXc). 'Ibe FDA conlcnda that it will cIaasify 
tobacco prodUCIS at some painlln the futule and that the loag delay 
is c:onsisteltt with bath the statutoty framr:work and the ageuq's prior 
actioas 1iIr othel" devkes. 61 Fed. Rlog. 11 44,412; FDA Reel Br. at 45. 
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However. !he _1 problem with attempting a clBBsification is that all 
thne categaries of devices require =sonable BBSIUlIIICeS of safety 
ami effectiveIIess fur the product. 21 U.S.C. § 36Oc(a)(1). As dis
CIISged earlier. the FDA cazmot provide reasonable assurances of 
IIIIfdy for a product that it bas Caund to be illherauly unsafe md dan
genJWI. '1bus. it bas not. and mom importanlly. cannot comply with 
OmP"Ss' SWUtmy classification di.n!ct.ive because complying widl 
the statuti:: would miller a ban on tobacco products. a remit DOt 
inlrmdtd by Congress. 

F"IIIIIlly, the Act requires the FDA to issue 1111 iIntD2d\ate cease
dislribution order for all products fbuDd to caUSC"seriOWl, adwrse 
h=dth ~ or death..' 21 U.S.C. § 36Oh(e)(1).14 'Ibis order 
begina lID ~ IJIOI=S !hat may ultimately result in a recall onfer 
fill" Ibe dcYice. 21 U.S.C. § 360h(e)(2). The FDA bas found that "to
bacco use is the BiDglc leading CllDBe of preventable deaIh In the 
UIIiDd Slates. More Ihan 400,000 people die each ye4lt from IObacco
IdaIed j!Jnes·es. suc:h as CIII1Cer, ~i.ta~ illnesses. 8Ild heart diJI
case, oft= suffi:rIng long and palnful dea!hs.· 61 Fed. Reg. at 44.398 
(cltaIiom ornitI=1). According to die terms of the Act. tbcsc findiugs. 
standing aluae, mancla'" tba& tbB FDA iasae a CCII!Ie-distn"bution mder 
for toblu:co products. Nevertheless. the FDA bas no Intmtion of com
plying with the tQlUitcmcntS of the Aet. See 61 Fed. Reg. at 44.419 
(statiDg that the FDA will DOt ban ~ products). The necessity 
of Ihe FDA '5 avoidancco of the utalutory dirc:ctiws again dcInonstral£o 
that Congn:ss did IIOl intead that the AJ:t rcgulalC tobacco prod_. 
A fhlIhfuJ application of the stalUlOlY language would lead 10 a ban 
on tobacco prodw:ts - a result not intended by Congress. 

14 In ldcvant part, Ii 360h(e)(l) provides: 

If the [FDA] fmds that there ill a reasonable probability that a 
device intended for hwnan use WOUld cause serious, advene . 
hea1dl consequences or d;ath, the [FDA} Bhall issue an order 
~ the appropriate person ('mc1uding the wam.farJ1,llCl'S, 
impol1efs. distributors. or rctaileni of the device) -

(A) III immedlalcly cease distribution of such device; 

... 
21 U-S.C. § 36Oh(e)(1). 
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The FDA. maka a linguistic argumeat in an attempt to 8YOid IhII 
problan JR% .IM by this section. The SIlIlUtc provides !hat if the 
FDA find& ~ is a teasonablc probability that a device wiU cause 
health pmbImDs or death. Ibm the FDA "Ih!!ll.. issue an on1cr requir
ing • • • [the immediate] cease distribution of 8IIcli <kvice." 21 U. S.C. 
I 36Ob(e)(1)(A). Howewr."the FDA conleIldl that "sbaU" should. be 
illrt:tpteled to _ "may." FDA RIJd Br. at 42-43. E"V1!I1 if we were 
to 3dapt this iDltdPIetati.on. the sublitaucc of our IIDIllyais would not 
dmDge. As cnao"sed above. die FDA baa made the requisite finding 
of dangemusnIzs IUIder the statute. ThUll. CM!II if"sbaU" were lntet
pn:ted" as "may,' the FDA l!IIilI CI1Dld r:xen:ise ill diSCl"Cllion ~ the 
stamte aDd ban tobacco pmducts. ADd a failute to ban a product BlI 

daDgeroua III is tobacco. by the FDA's OWl). tlIIdlngs, would aecasar
ily be DIl abuse of discrelion. But because an abliolute ban falls out
side die SQOpe of congrcssiDIIIII illtalt, =truillg the Act to cover 
cnbaccn pmducIS would be ilIcomistrnt with the will of Congn!aS. 

As d ..... ons ... 'H! by the eumples provided aboVe. the FDA's aeed 
to maaeuver azuund the obstacles created by the opemtive provisions 
of the Act reflects CODgTCSSiDIIIII iwent not to made tobacco prod
w:m withia the scope of IhII FDA's authority. The FDA argues rbat 
evea if it bas misapplied the Act, this error does DOl bear on the juris
dirtiOAI issue. However. the point is DOt n=ly that the FDA misap
pIicd the Act. btU these exampla demoDStrarr: the FDA's need to 
igoom and misapply the operative provisions of the Act before it can 
attain its cad, 401 the CIId coatempla!ed by Congress. cr: United 
States v. Two Plytic Drums. 984 F.ld 814. 819 (7th Cir. 1993) 
(rejecdD.g lDUld= m:ent attempt by the FDA to enlarge ill jurisdic
tion and smnng-tbat "the only justificatioll for this Alice-ill
Wondeltand appM8Ch is to allow IhII FDA to make an erui-l1lD arolUld 
the ststutory scbettu:"). The fact is !bat Congmss did not equip !he 
FDA with tools apPiOpriarr: faf !he regulation of tobacco because It 
had DO intcdtion Ih.a1 the Act apply 10 tobacco products. 

We do iiIIt dispurc ill !his case that Congress bas charged the FDA 
wiili ptotec&iug die public ImaIrh and !bat tobacco produCIlI present 
Berious health rl.sIai for the public. Howcvet", the Supreme Court has 
WlIlDdllhat "(i]n our anxieIy 10 effi:ctuate the congtQSjoaal purpose 
of protecting the public, we mast take care DOl to extend the scope of 
die SUlliite beyOIlI1 the point wberc Congress indicated it would stop, II 
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62 Cues of Jam Y. UnirrA Stain. 340 U.S. S93. 600 (19S1). Based 
OII,our CXIUIIination of the regulatory IICbeme e-reated by Congress. we 
an: of opin!tJn that the FDA is attempting to sttetclI !be Act beyOlll1 
II1e scope iIm:ruIed by CoIIpss. 

PU1iluallllD Cheymn'B iDsauctiOll to employ the trrufiticma1lools of 
s1mU1Dry CIIIIlIInJl:d.OD, we ROW ..,.amine IIIe evei4B sumnmdiDg tb.e 
1938 PIISSI£C of tile Act as well as subsequent statancnts BUd lCtions 
by Congress and the FDA. 'lbese imlividllal CYeIlUI am liD pieces of 
a puzzle in that 110 single event is outcome determinative. However, 
wIleD viCMd 88 a whole, It Is clear !ha! Congress did !lOt iDreDd ro 
give !be FBA jurisdiction over robacco products in 1938 wben it 
passed !be At:.t. See MCl1't;!pmm. Com. y, AT&:r , S12 U.S. 218, 
228 (1994) (1ItIlIinI that relevant time for determining congressional 
imea1 OIl PleaDi", of SWllte is wilen controlling statUle eDlIl:lEd). ABo 
diBcDssed above, tho fact that the operative provisioDB of the Act sim
ply c:>U1IJDl ac:commodate tobacco prod~\s is a clear indication of 
cougressioDal intent. Cf. Gustafson, 513 U.S. at 569 (explaiDiog !bat 
l1li. opemi.ve provision of the Securities Act of 1933 docs not define 
prospcduB, the tenn at issue, but "does instruct 118 .. bat a prospectus 
0IDIUJt be if Ibc Act is to be illterpreted as a sylllll1etrical BUd coherent 
regulml')' sdicmc"). SUbsequent CYCIIts outBid., the language of the 
It1atIIm cmIy coDfirm our undersundiDg of Congress' illtent. 

'1. HisIorieaI Actions of the FDA 

From 1914 untillhe present ruiemaking altelllpt, the FDA bad a)II- -

sisleOtly stated that tobacco produCIII were OUIside the scope of lis 
juriadh::tiou. Aml. as early as 1898, the Supreme Court of 'fMnessee 
acIaIawIa!pd. the dangerous nature of robaa:o products, charucteriz
iDa cigaR:Ues 85 "wholly DOXious I11III. dcICll:rious to health,' "iDher- • 
CIl1y bad. IIII.d bad cmIy, • I11III. "widely condemned as pernicious 
.altogether.' Austin y. State. 48 S. W. 305, 306 (Te.un. 1898). Yet. the 
- pn:a:diDg the Act, the PIuc Pood I11III. Drugs Act of 1906. Pub. 
L No. 59-384, 34 Stat. 768 (1906), did not mmtion robacco. As carty 
as 1914, the FDA's preclece!lSor agency stalEd that it bad authority to 
regulate tobalx:o products if their labeling indicated usc for "the =reo 
mitigation, or prevemion of a ClislIB3e,' but not if labeled or U5ed for 
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~smoldng or clmwiDg or all muff ami DOt for medicIIIaJ. PUlp0se8.· 

ButeBI1 of Chemistry, U.S. Dept. of AgrIalIaue, 13 Sornce """ Regu. 
latory AmtmIDc .... "''' :z4 (Apr. 2, 1914). Enacted In 1938, !he present 
Act expanded the deflDitioD of drng from the dcfinitioa provided In 
the Pule FOIId ami J>russ Act of 1906 and also granted the FDA new 
anthnrity to IegulabI "devices." Food, Drug, and Olcmedc Act, Pub. 
L. No. 75-717.52 Stat. 1040 (1938). However, neither the Act DOt its . 
legisla!iVD hislDry IDeIltlon tobw:o prnducll.1S 

In the 60 JI:al8 following the passage of the Act, the FDA bas 
repealCdly iDfonm:d CcmgrelS that cigarettes IIlIlIIa:tc:d without !hera. 
peuIic claims do DOt fit wlthID the scope of the Act. Ever sinI:I: its 
beginning In the 19301, the FDA has IIIb!u the position anc! made 
tm'''!lPdS jndjalring that the Act did DOt apply to cigatette& llI3Jlr::ered 
without specific health claims. FDAIDep't of lulllicc: Brief in ASH v. 
Hm:iI (No. 79-1397), at 16. Again, In 1963, lUI FDA Bul'CBU of 
EDfOlC*' .. enr Guideline stated that "[t]be statulDry basis for !he exclu
sion of tobBCro products from. FDA's jurisdictioll is the fact that 
1Obacro marketed for c:hcwing or smoking withent BCrompauying 
tbempentic cIailll5. docs DOt meet the definltlous in the Food, Drug, 
and Cosmetic Act for food. drug, device or COSEC'. Leue:r to Direc.-
tors of Bureaus ami DivisiODS and DimcCors nf . from FDA 
Bureau of BlIf6rcelDellt (May 24, 1963), rin I MIll: Health 
CJB81elll' AtnrndlDellll of 1971: Hearillgs Define c Ccmsumer Sub
cmmn. of the Senate Comm. on Commerce on S 1454, 92d Cong. 
240 (1972). When Congress later examined the . of the FDA's 
jutisdictiou dw:iug its COIIlIideratlOIl of Iftc Iegis1atiou, 
FDA Cnmmj'siouer Charles Bdwards tcstifiec! . the FDA'8 
IacIt of authority DVet" cigarelles aod slated that"if cigap:ttI:s welC Co 
be clallsified as drugs, they would have Co be telJICM:d from the mar
Ir::et ber.ause it would be impossible to prove they wece safe for their 
intended [use]. "16 Hearings on s. 14S4 at 239. The Commissioner 

IS Two of the main 5IIPPotlel'8 of the Act were npresentarives from the 
two l .... ding tob~ states - Senator Bailey (D-NC) and Representative 
CbilpmaD (D-KY). See 83 Cong. Rec .. 9094 (1938). In fact, Sen. Bailey 
,and Rep. OmpIllBD. were IIlIIODg SeDate ami House managers of the Act 
in the Omfi:n:nre Committee. Had there been l1li)' iDdicstiOll that the Act 
snigII1 apply to tobacco produets, we can only assume that web membel'll 
of Coapess \lfould have ClIpreasec! opposiIiIm to !he Act. 
16 The Commisaioucr cited several cases in mpport of the FDA's COli-

clnsjnn Ihat it lacked authority over cigan:ttes as customarlly cnarlr.J:tJ:d. 
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took \he posW011 that Ihe FcdetaJ Cillamte Labeling and AdvertisiDs 
.Act, discussed in greaflel' derail below. reinforced that "the resuJaboll 
of ~ is 10 be tile domain of CoDgIUS." Hearings DO S. 14S4 
at 241. 'Ibc Comm;.siOlltl" thea QJDC!udcd that "labeliDg at banning 
~ is a 5IC:p that c:au be tab:[D] ODly by Cougn:ss. Iuay 5UdI 
_ by 1M FDA would be iAccmsiB1ell! Willi the clear c:ongressiaaal 
iIIfaIt. " HeariIIas 011 S. 1454 at 241. 

ID 1977. AatiOli 011 Smakiq and HesIIII (ASH), a public be:alth 

--~- --~-.. ----. 

gruap, pctltloned Ihc FDA 10 qulaIc cipJctll:s. ASH claimed. dIat 
cipeltC8 un: clJugB beomI&c they CODtaiD IIicodne wbicb pr1lduc:es 
addidiOli ill many smaters. and particularly in youth. Citizll Petitiaa.. 
FDA Dockr:l No. 77P.(I18S, at 4·11 (May 26, 197'7)[G. Bt. All. 771. 
ID re.iecdDg ASH's petltion.171hc FDA cited a 1~3 Secoud Cin:uit 
opiDiaa, FTC Y. liggett &: Mym Iob.gy Co., 2D3 F.2d ~S (2d Cit. 
1953), affirming no opjplop below, lOS F. Supp. S73 (S.D. N.Y. 
1952), far the propo5ilioJ> that cigazetrea ~ widlou! health 
cblms by the veodor lie nat within the FDA', jurisdiction. Specifi
cally; Ihc FDA quoted with approval !he foUowiDg llllJgllagC from the 
court-. opiuiou: 

The legislative hilIlOlY. IIUCb u it is, coupled with iDdica
lions of contemporaneous adminislr1ltivc interpretation leads 
me to the cooclusion that Congress. had the matter been 
MlJsicferecl, would nat have IntemIed cigarettes to be 

See. e.g .• PIC Y. Liggett &: Myers TohoW Co. , 203 F.ld !ISS (2d Cit. 
1953). affirming QIl opinion below, lOS F. Supp. 573 (S.D.N.Y. 1952); 

- / Uuill!d State! Y, 354 Bulk CartoDs . . . Trim Reducing.Aid Cigarau:s. 
178 F. Supp. 847 (D.N.I. 1959); Unill:d Slag v. 46 CartOPs .•• FJjrllus 
Cj!!l!mt!!s. 113 F. Supp. 336 (D.N.I. 1952). 
17 A ~ appea1s court upheld die FDA" dcDial ofjurisdicdoa. See 
ASH Y. BarriJ!.6SS F.ld 236 (D.C. Cit'. 1980). In uphnlcling the FDA'. 
dt:uiaI of jurisdiction. dli court emphasized the ~CVIIIlLZ of die ft'I!1:n'ti. 
of tile dimict court ill Ljggett. In ~ the idc:nticallaDgu.ap of !be 
defjpjtiaas In the Fcdcn.I Trade CommilIsIoD Act, the Liggett court 
stated: "[B]urely. the legislatofll did not meaD 10 be as all-ilIcIII&i~ u • 
liu:tal iDIerpIefaIiOll oC {the definitiOllS] WOUld compel us to be." MIL 
6SS F..24 al240 (quDIiDg Ugmt '" Mym. 108 F. Supp. at 576). 

30 

141032 



08/14/98 FRI 11:56 FAX 202 514 8071 CIVIL OAAG 
08/~4/98 10:53 FAX 8047712713 . _ ~TB.CIRCUIT eLK 

p •••• ' •••• i ': ••• ;:':":'.~ •. 

. .mctuded as an article "irnemled to affect die tlJDClions of die 
~y of man" 01" in any other definition of "drug. " 

Sec ~ from FDA CODDDissioDer Doaald ICe!mMy to Jolin P. Ban
zbaf, m, at 3 (Doc. 5, 1977) (quotilll Ug_ & Mym. 108 F. SUpp. 
lit ST1) (statiDg thai the FDA'I consisleIl1 position has beeo dlat c1ga
rears marJre1ed without health claims by vCIIdaIs are DOt drugs withill 
thDAct). 

Tn 1978, ASH fiJed a second petition. dlinllag that c:igueaea were 
devices under die Aet 8Dd thus were wilhin the IcqJe of Ibe FDA's 
juriadiction . Cili ..... Pe!jtien, FDA D~ No. 78P-m38 (Oct. 2, 
197B). Aftz:t reviewlq Ibe legisWive history of the Act, Ibe FDA 
IItIII2d that "(iJlIIOfar as n"ema!c!n, would mare to cigarettes or 
!!Ttl!rbn! fillml as aJlItomarIly ~, WI:' bave OODcludcd that FDA 
bas Do,jurisdiction.under [!he definition of device]. ~fore, DO 
rulemaking is pcnDissiblc: 8!1 • PP ...... of law." LcUw from FDA Com
nUssi= Jete E. Goym to Jolm P. Baozhaf, m 8Dd Pe!u N. Geor
giades. at 11 (Nov. 25, 1980). In COMidcring !be effect of die Medical 
DoviI:e Amen ......... " of 1976 whk-b modified Ibe dcfinitiou of device 
to its currenl fommlatiOll, die FDA Commisalollel' Slated: 

Specifically, there is no evk\onee ill the lecislative histmy 
IhlIt Congress intended tD include c:iaarertes within Ibe defi
nitioD of "device" nor docs die logJstativa history contain 
l1li)' diBcuasion of a poulbillty dW c!garcUcs were·devices" 
within the prior dcfiniliou. 

'1be iiIIIeIIdm=uts were thoroughly considefed, end die 
legislatiVe history dMlsses die types of ptoducts intended 
to be rqulared IIIIIl die types of health hazanIs wilh resper;t 
to which the lIIIIImdmcnu were inlellded 10 provide mrhor
ity. Cigarettes are Dot meowed even though Congrea ... 
• wue of the considerable pvblic: djscnasion of !he bealth 
hazards of cigaretre smokiDc. It is, Ih_fore. DOt reasonable 
10 c:onsidc:r c:igarettr:s aa "devices" Wbm there was 110 dis
cussion m !be legislative history of c:Dllgn!!llIlonaI inft:Dt to 
provide jumdic:tiCIII ~ cigatetteaor to provide authority 
811jrahle II) the Rglllation of cigart:llal. 
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Goylm/BaDZIIaf Lcua:, al3. 1be FDA's holdings and atatrmf411ll that 
the AD. fai\s to provide °authority SIIitablC to the reguiaiiOll of clga
JCU!:S" :ue COIISistcut with part n.A'1 ~usioD, 1lIl!n, dIlIl the Act's 
rean'''OI)' SCIIt2ne ~Ly C!UJUQt IIIXOIIIIlIOIIab: Iobacco pJ1XluCU • 

...,. in 1989, the FDA Commissioncr !tatrd tbat:"it doesn't loot 
1iIct: it is' possible to RIgU\atc' [tobal.= proclucb] under the Food, Drug 
-S Cosmetic Act CYeII thougb srmJcjng, I think. hal bccu widely rcc
CijjIII»sd as bciIIg barmMro hUIIIIIII health.· HeariDga Befim: die Sub
__ on IWnl Dc:vc:lopll1llllt, Agril:ulture, and Rda!lid. Agcacies of 
Ibe House CoIIIIIL on AppropriWODI. lOO1h Cong., 2d SeQ. 409 
(1989). lk above stateiiAlts cvlctencc die FDA's position from 1914 
~ Ihe Pleat rWcmaking !!Itrmpt that, lIS a III8ttCr of law. it did not 
have juri .... octlon to tegUlatr tobacco producb II custonwily mar
bfed. The FDA's public, consistent, aDd loag,...ndlDg inlcrpn:1alioal8 
of die Act pins even II1fJ[C significance when vit:wed in ~ . 
widldle aOllS of Coagn:ss duriag!he same time p:dod. 

l.. Copmgjoual !npon 

We recogab:c the. gc:neraI R1uctance of ecm1II to Rty on congres
siOlllll inactinn lIS a basis for statulOly Uderpremtion. Sec Brecht v, 
M!'!b!!!!Wlll, 507 U.s. 619. 632 (1993) (noting tha1 O[a]s a gefterI\ 
mallet, '_ arc RillCblllt to draw InferctJa:s fuIm Coagress's ranure 
10 act'") (quotlag Scbnei4_jnd v. ANll Pipt!lipS Co" 'ISS U.S. Z93, 
306 (11188»: However, I1I!der certain c:iraJmstauces, iaac:tiDn by CoIl
pas miry be imetptc=d as lc:gWarive ratificatjOtl of or ICqUiesccacc 
ID I!Il ageucy's posl!lOll. Sec 461 
11.5.514. 601 (1983) (stating that prolCJDged and 
_ awam [S5 ot so Important an issue, CongRss' flIiIure to act on 
the bWt ptoposed OD this subject provides added support for l:OIIClud-

18 We do not mean to sugpst that an agency is always inevoabIy 
boUDd by its pliot iIIteqIn:tations of a Statu~. However. WI:: DOte that an 
aaez!C1's iIItcrpretadOIl of a StlllUtoty proviaiOll that COIIfliI:Iz willllhe 
lI£etJCy'S arlier inlaprc:lalion is "emidec! 10 cousiderably leas defer.. 
l1li2:' dwi 8 CIIIISistaldy IWd agency view.· Clood Samoritm H!!§!!, y, 
g .. t"" S08 U.S. G, 417 (1993) (qvotiag Watt v. At,,,,,. -451 U.S. 
259. 273 (1981». In addition, !he evid= of Iegisl&live ,..,Hficadon alJo 
WIei&ID agpjgst the FDA's actions iD the Pi! ~Itt ease. 
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m, that (AQgmss acquiesced in the IRS ruIiags"). III Bob IIJIIe8, Ihc 
Court cnmiDed CcmgRss' f.aJ1ure to modify two IRS rulings wIrea 
Ibc public IIIIll Coagrcss were well 4wam of the posidon of die IRS. 
Bob J!J!!!!S, 461 U.S. 599~1II findiDg legisladve acquI ......... ce to 
the IRS positioII. Cbe Court empIIasized: &qI1eIISive heariqs held by 
Cougras oa die inue: the introduction IIId failure of 1lUIXIetOUS bD.l& 
in CoIIgress imroduced 10 overtum Ihc IRS's interpldalion of die 
IDrmIal ~ Code; IIId Cougresa' aW8MSle$& of the IRS position 
wIIm t:nadjDg oilier, r,eJa1ed legislation. Bob laneS. 461 U.S. at 599-
601; ICC also Unital States v. Riverside Bayview JJpms!. Inc., 474 
U.S. 121, 137 (1985) (fiDdiDg J.egisJ.stivc acqIJie .. e ... ., and eqIlaining 
that ". refIIaa1 by Cougn:&s to overrule aD agem:y's construction of 
IcgisbdllD" is particuhIrIy rclCVaDt "wberc Ihe administmive I:OD

structioD has beea brought to Congtess' attention throop IcgisiadOD 
~lkaIly designrd to suppllint it'). 

We tire of opiukm that !he matter betim: us prc&cllU aD equally 
5troIIg case of legisladve acqulesceoce.19 As DOtm by the dlarlct 
emrt. CoIIgrcss bas inlroduced IIIImI:roUS bUb that would /Jaw: 
g1aalM Ihe FDA jurisdiction aver IObacco proilucu. See ~ 
Beahm. !J66 P. Supp. It 1382 (aratiJIg WI 'memben of Coogresa 
agreed with FDA's 8S8eniODB that it lado:d jurisdiclion' IIId thus 
immdnced bills uptaBly granting die FDA jurisdiction "in an effort 
to n=medy tile siluadon'). III filet, Ihc district court II5ted 15 differem 
bills Imroducecl in COagrcss which would have expressly granted Ihe 
FDA jurisdidiQII OVIII' lobacco products. Coyne Aphm, 966 F. Supp. 
81382.. However, _ of these bills ~ enacted. As discussed 

, above. FDA offil:ials have testified at mmy congressiOlllll bearings 
zegardiug Ihe FDA's lack of juri&dicUon over tobacco produc:b;. See 
also Coyne Aphm, 966 P. Supp. at 1381. 'lbus, CoDaresa has beeD 
well &waR: of Ihc FDA's position that it lado:d jurisdiction over 
fDbaa:o pmdUCIS siDce 1914. Ou several OCClISi.aDs, Cougress has 
mactrd legislation to deal speci1iClllly widl the dangc:r. of tobacco 
ptllcfJrrs, but bas _ enactrd legislation 10 overtum the FDA's 

19 'Ibe district couxt -.u'P1M to di&tiDguisb Ihe Rgh J0D5S IIDd 
lliyersid; Bayytew CIISCS by DOtiDg thal IIu!y Involwd agency dOD 
rather thaa stlllmllliQl:s by aD agency !bat it did not have jurisdiction to 
act. Coyne 8 ..... m 966 P. Supp. at 1383. We fail 10 sec any real disfiDc,. 
IiIIIl aad dIus fiDd Ihe cases applic:able. 
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Laetptaadun of its jurlIdIctioo muter die Act. Accordingly, Ibis is not 
a case wIICI'C ~oaa1ll13Cdon dc:IIIoDItrlItes·unawareness, pte
OC' "jilt ion, or patalysis.· See Zuber v AUen, 396 U .S. 168~ 185-86 
a.21 (1969). We bcIitNe that the actioas Rljeo;Ial and liken by Cou
p5S willi. respect 10 the replaI:ioa of lDbaCco provide stroos evi
ck:m:c of amgressional intent chill it, 8IId DOt the FDA, coattob !be 
quJalicm of robacco procIuc:G. 

U1Ider Qwymp's iumuctiou to apply die ttaditional rules af WIII-
10ry tmISImctiau, it is also applopiisle 10 cnn.ider the provisioDs of 
the -wIroIc law, 8IId •.. ita object aud PlJlicy' in ascertaining the wiU 
of Coagreu. ODic v. United Stee!wmtm of America, 494 U.S. 26, 3S 
(1990) (quoting J!iIDt Life Ius. Co. y. Dedeaux , 481 U.S. 41, 51 
(1987)). Having examiucd the Act III1d prior IICtiOIl1l Df the FDA and 
~, we DOW tiki! .. closer look allbRlll SlatUtes QId tela.ted 
1I!I1emJmentc (~lIect1veJy Rlfermi to BS the InbaD;o-specitic legisla
tion) a ... ·w by Congress for the purpose of addIeIsing public; h~th 
M1!crrJ!S about the use of rob8l:CO prodJlcts. 

~ Issue is DOt, in the words of the 8UIkiDg horse set up by the 
JOYetII1DI:Dt, whether these tbree stalUlZS partially repeal or alJII!IId the 
Act to wilhhold jurisdictiou over tobacco products from the: FDA. 
FDA Red Dr. at 57. Rather, 9/1: examine the robacco·spec;itic legisla· 
1iaI111 a part of our iuquiry into coilgressloual Intent. As dis",s" 
above. 9/1: IIR of opiJlioo that the B!aIuImy text, viewed as a c:ohereIlt 
whole. clearly iDIfica!Is !bat Ccmgress did DDt immId the FDA's origi. 
ml juri..roctiDDBI gnmt to include IObaIx:o produclll. Thus, the BUb
sr:quem: euactmeu1 of IOb8cco-spccilic Icgis\atiou pruvidcs conob
oratiDg cvid=ce of established COJI8lIlSSlana1In1e11L 

Iu JIIDIUY 1964, the publication of tile fiat SIItpon Geoerat's 
repoa CIIlIlllOIdng 111!11 b~th called die faIeral gowmment's attal
dau to the cIaagcn- of tobaoeo productt. Dept. of Health, Ech'c:adcla 
8IId Wdfan:, SlIIDlrin! an4 Hralth; Rmnft of the Ady!S9ry Committee 
to the Suraeon Cjeaeral. of tho Public Real", Seryjce (1964); see also 
B.a. Rep. ND. 289, 91st Coug., 1st Sess.: at 5 (cIiaracII:riziD !be 
1964 Surgeon Gem:raI.'s Repon as rile "prim:ipaI basis" for reguIabxy 
effiInI). Shonly tl!ereafIm, file Rouse ('omm11tPJ!! on llllerstale 111!11 
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Foteiga Cozuumrce ilIltialed a series of beariD&1 regarding tilt: federal 
lOVemmen1's role in dcaIiDg with .mnlring-tda1cd health problems. 
Cn!l1O!lrrre Chairman. RqJ(C8eI1tative Oren Harris. staled that: 

1be putpose of tbcsc bcariDp wI1I be, if _ l:1li1 mJCb !hat 
point, 10 deIermiDe the atnt of aulhorily WJder existing law 
to deal with the various aspects of this geumd IicId, and 10 
detem1iuc: wheIher any aaioo of !he CoDcress is wammlOd 
in dill ~ of public bealth. Ia olhcr words. YIC want to 
fiIId ~ uDder our re.!pODSibility WbcIhcI" or DOt lcatslBlive 
au:ti<m ia necealWY. and if so, wbal'tiud., 

1kariDp BdiJm !be Cnmm 011 JnmtaIe IIId Foreign Commerce on 
Bills Regu1atlag !he Labeling and Advertising of Cigueues and 
Relariug to Health ProblClDS AaaoeialOd with SmokiDg, 88th Cong., 
lAS Sas. 23 (1964). 

DIlriDg die COI1!IIe of Ihr:se hearings, Congress CODSidcrecl and 
rejected !be optiOll of granting !he FDA jurisdictiou 0Yel: ~ 
products. Of !be eleven bills submiued to tilt: Committee, two would 
!lave expR:SSly _dod the Act to make it app1iClb\e to tobacco. 
prodIns 1964 HeariDp II 2-12. 'Ibcse twO biOs proposed expansion 
of dill AI:lID cover tDbaI:co producll by cteati.ag • new careaory of 
producIB subjel:t 10 FDA jurisdiI:ti.OII See 1964 Hcari.D3a at 4-01 (BUg
gestiug czaliou of DeW calcgoty cutidcd 'qnoIciftg proc\llets0

). The8e 
two bills also propDsed DeW opcnIive provilliODll applicable OIII.y to 
·!!!!¥Wing produds •• 2O 1964 Hearillgs at 4-7. As part of !he beariags. 
Sur&eoIl GeIIera1 Teay was asked whelher the Department of Health. 
l'4ncatioa, aud Wd&n: (HBW), tho FDA's par=t depamnent, had 
authoriIy to tegulm! IObacco products. Dr. Tetry's unqualified 
teSpODSe was thal his department did not believe lbat it bad "sudl 
aulhority In emtlng kWl govemlag the PIIblie Helildl Se:rVice and 
Food BDd Drug .4dminjslratioa.· 1964 HeariJIgs at 56. Similar testi. 
mauy was IaIer provided by lite Deputy Commissioaer of the FDA. 
See ~ IJIbe!jng _ Advertising: HearlDgs Boline tilt: House 

20 'I1Ie fact that tho two propOSlOd billa c:matad • DeW jurisdktioual _ 
gOty md DeW operative provisiollll for tobla:o prodllCtB Is COIUIlateztt 
with our aalysis in put n.A, I!!I!l!!t which coadn"es !hat tho c:arrellt 
SlnlCIIIre of the Ali CIIIIlot 8CCOlIIDIOdate IDbacco producIs. 
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Cnmm OD Imerstare and Foreign ComnIcn:e. 89th Cong., 2d Sess. 
193 (1965) (sta1Cmmt of Deputy CommIsslouea- RaoIdn that • [t]hc 
Food 8JUl Drug AdmiDistr.uion has DO jurisdiction under IIIc Food. 
Drug. and CoS!!'tl!c Act over tobaccO. unJess it bears dtug claims'); 
see abo 111 Cuag. Reo. 13431 (1965). In addition, the Secretary of 
HBW. AmIIOII,y J. O:I"bu:ae. wamcd Ihe Comml ...... that gtviDs IIIc 
FDA jurisclictiOll. over IObaI;co products "might well" lead to • ban 
I11III. that such a ban would be COnlrary to \he intalt of CoIIgress IDd 
die will of tim Amcricm public. See 1964 Hcariugs at 18 (stating that 
a 11m would be "cotUrUy to wbal. we WIderatand, Is in!l:Udcd or wIw, 
ill the 1igIu of our eKpCricm:e with die 18th amendment, would be 
'e iet-Ide to tbc A~ people"). 

FoIIawiDg !he hearinp IDd CllJl8iclclatiDD of the variowl bills. Con
cress teSpODdcd to the Surgeon Oe=ra!', report by euactiag Tbe Fed
e:al Clpn:ttc UIbeIiDg IIDIl Ad'RrtIsiDg Act (Clgarel1e I.abcling Act), 
Pub.. 1.. No. 89-92. 71) Stat. 282 (1%5) (cod'tficd at 15 U.S.C. Ii§ 1331 
~.). In geDmll. tbe Cipre!Ie Labeling Act n:quircd manu&ccu.rcn: 
to p= specific health-bazan1 wamiags from Ihc SUrgeon Gcncnl 011 

cigs.rr:ae P3Cbging, advenisiDg, IIDIl billboards. 15 U.S.C. , 1333. 
"TbI: Cig~ Labeling Act a1&O set forth ~ policy rqpmI. 
ing teguIation of toballco productl: 

Ills the policy of die CongRS!, IIDIl the purpose of this 
c:haptcr. to establish a eomprebensivc Pa!eml mpgram to 
deal with c:igveUe labeling and advertising with respect to 
aJJy rclari,,"sbip between &llXlking and bealth. whereby • 

(1) !he public may be adequ!ely iIIf'onDcd about lIllY 
adverse balth effects of cigll'eUe BlIIOkiag by im:lusian of 
waming notices 011. c:adl package of cigarettes ~ in each 
adyert!sement of cigarettes; 8IId 

(2) 94'144" 'I"! 100 the ootJmW economy mgy be CAl pm: 
!mf!:!t to Ihc. RP!i!P1lm mrnrt consistent with dlia dm"rpl 
polley md (8) not 1m'...., by diyma, DOIlUDifono. and conN., cipreUl; laMing ,00 adyenjllpg replatinA' 
with respect to my reI!!!jnplhlp bEtween. ,mold", !!!If! 
bptth, 

36 

. _ ••• _ •. v', ..•.. ,,, .......... , ...... , ' ... ,· ...... • ...... ''''''''''"'f.>~·N-.l .. h~.).:~)OO 

IaJ 038 
liD 037 



. -. -- .... " . .'. '. ,- ~ .... 

08/14/98 FRI 11:58 FAX 202 514 8071 CIVIL OAAG 
OS/14/S& 10: liD I'U S04771Z7U " 4TH CIRC;Ui'f (;LK - .: ... ---".'..--.--:-----..:-.- .. 

IS U.S.C. 11331. Thus,the express god oftlu= Cigaretle LabeliDg 
Act is co wam collSUmen about die health hazards of smoking while 
also pmtecting tIu= uatiooal ecoucmy. 

'lbc disIrIct court appanmtly COIIIIidcted that the p1aiDtifts claImrxI 
that the separate p~ provision of ibe Cigarette l.abeliag Ar;t 
precluded my farther regulation of tobacco produClS exc;qrt by Con
gteSS. See Coyne Beahm. 966 F. Supp. at 1385·1386. We do IlOt think 
that tIu= cWm wu SO braa4 tbca, cerWIIIy it il IIOt so Inoa4 DOW. 
WhIle ills InIe that IS U.S.C. § 1334, requ~ that DO ItIIa1IaIt Rlat
iDg co !!!!!!l!cing or health othl!l' Ih8J1 !be Italcml!Dt RqUhed by § 1333, 
shall be requ.lred OIl lIllY eig.mz pacb&c, that"is Dot. SIaII:IIIeII1 
~ other regulation of tobacCO produces. Buldle fad that COIl
&tea bu, soDi= rr years after the establiabmeat of the FDA in itlI 
ptI!SaIl fornI, ftI'''''''' the CigamIe Labeling Act, is SIrOIlg evidence 
that Ccmgress bu reserved for i!llelf die regulation of tobacco prod. 
ucts mthez: thaD delegatjng that regulation to the FDA. 

CODgmSSioDal policy, as set out in die Cigaremo Labeling Act, 1lIIII-

DOt be barmoDized with the FDA's assertion of jurisdiction over 
tobacco prodw:ts. First, by coacting die Cigan:uc Labeling Act rather 
than other p.toposed legislation, Coogn:ss clearly ~jectr:d the pro. 
posed regulatoly mle for the PDA. Nexl, the Ar;t charges the FDA 
with pIOf£Cting the public health, but does DOt mthorizc the FDA 10 
",nsjdeT protedioD of CClIIIIIIm:e and the national economy. Thus, by 
the tcmII of il3 mabliDg 1WUIe, the FDA is IHII capable of <:OqIlyiDg" 
wiJh Congft:ss' stated policy regarding the n:gularioo of tobacco prod. 
uctB. In addllion. the CODgRaaiomlly-established regulatory pllXl of 
the Ciguetle Labcliag Ar.t directly c:ontradicls !he FDA's mandatory 
requitemalts set forth in the Act. As discussed IYJ!m ill part n.A, tile 
Ar;t prohibils tIu= sale or disuibutillll of lIDIIIIf'e dcvilZS. See. c.,., 21 
U.S.C. II 331(1), 3S2(j). ID c:oonast. the Cigarcae Labeling Act rec:
ognizes the ullllBfe and daDgerous IWI11'C of cigarettes, but permits 
C(IIItjnued marketing wiIh c:onaumet wamings. IS U.S.C. II 1331. 
1333. 1bo decision by Cangreu to aI10w ton!inDed marlcedDg of 
unsafb producIIl:8J1IIOt be reconciled With die operative provisicm:s of 
!be Act, primarily bce?se tha Ar;t does 1101 ellow FDA COIISideratioo 
of !he fiIctors involved in eoa,n:ss' policy ckIcmIinatioo. See IS 
U.S.C. § 1331(2) (CSlablilbing policy of prolCCting "commerce and 
tile Dational iXXIIWWy·). 
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PlDaUy, iA _eloping the Cigarette lJibcling Act, Ccagras clearly 
lXIIISidel'Clll aDd reje=d a rolc fOr the FDA. The govemmem does DOl 
produce lIlY Iegislalive histmy to tile COIIlrUy. The legislative bistol'y 
of IIIc Cigarette Labeling Act is thus important to UIIdcntaIIdiug con
JICSSiOZl8l illtelit ll"Cm"'e it reflecls the historiI:al rontcxt irI wbiI::b !he 
CigareUc Labc:liJJg Act WIll developed.. See Rm!9!'ir" Y, Unic= '¥w$ 
&!:x. 6S& f.ld 957, 961 (4th CiJ:, 1981) (swiDg tIw courts should 
look at !he ·clearly explUscd Intel!llon as ClIpfe&sed without dissem 
In the legislative history" to be c:m1ain that IhI!ir I:OII3InIdion of II stat
ule ill c:omisten1 with the "DWlifcst pmpose as clearly mimned. in !he 
legislative histozy"). lbus, thl: Cigarette lJibeJiog Aa IIId !he conImIt 
In wbidlll WIll en......., provides evidence of Coagress' inImt that !he 
FDA Dot llaw jurisdktion Oftl' tobacro products. Subseq\lel:lt legisla
tioo by Cengtess reinforces our undcrstanding of this upressed con
gressiODal Intent. 

'lbc Cigazette t ..... ljog Act's advcrtiaiDg aDd labeling regulations 
origillaUy were set 10 ~ire on luue 30. 1969. In lUponse, the Ped
em CoDlDDlnicaliona Commission (FCC) introduced a propDsal to 
ban all te1cvision aDd radio cigarette advertising. 34 Fed. Res, 1959 
(1969)_ I'D addition. !he FedctaI Tradc CommIssloa (FTC) ~ its 
proposed roll: from 1964. Sec 34 Fed. ~g, 7917 (1969) (citing health 
haz.oirds of smoking and propusiDg wam1iIg 1WI!eIIIIlI11S for cigarette: 
packages aDd advertisements) ,21 Apin. Conaxcsa debated the role of 
adrnjnistrative apm:ics in the ~OD of tobm:o produl:ts. See 
~ly Cig8IeUB lJibeling and AdvertiBing: Hearill&s Before tbe 

. House Comm. on J'Du:rstlllr: and Foreign CoIDm=e, gIst Cong" 1st 
Sc:a. (1969). 'lbe HOWIe Repon 8t1U1d: 

The regulaIions [proposed by !be FCC and die Fl'C) raise 
basic CODStiIutionaI queetious IUId would If&:ct the growing, 
sale. and UlallUfacturiDg of IObaa:o for ~ and die 
persons involved in or affected by !hose aclivitia. 1bese . 
lICtiViIi=a cut II:roSS !he whole speculJUi of CDWU&eldal and 
sociaI1iIie in the Unilrd StaIm. It is tbeRfore an area where 
the CongIcss, if anyone. must mala: policy. 

21 We DOle !hat !he FDA took DO action at this mae. 
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Aside from the qucstiOllB of CODSIiNtioaal aDd -tory 
law which the two apnciea' proposed rules raise, they are 
aD asswnptloD by thea .. agCDCies of poIicynnolri~ with 
icspec:r to a subject matter OD which die Congress has made 
policy . • ., [mil] has staled its inleDtIcm to be !he exclusive 
pDlicyulal= on Ihe subject matter • • • . 

H.R. Rep. No, 289, at 4-,. 

FoIlawIDg these dcbalr:s aDd hcarillgs, Ccmgrcp ana::udcd. the Clga
reUI! Labeling Act. by enactin& die Public Health Cigatcae Snmkq 
Act of 1969, Pub. L No. 91·222, 84 Stu. 87 (1970). Basically, !he 
1969 Act. pen8'1ed !he CIgarem! Labeling Act, but with sevenl 
"","",_S.2.% NObbly, CODgmss did IIOt amend or replace IS U.S.C. 
o 1331, the provision setting out ill policy dctctminaIion regatdiDg 
the regulation of tobacm prodads. 

CoDaresl Ihow.l a COIIIiDuing iJ\II!:reSt b:l the regula!l.on of robarco 
produds with the Alcohol aDd Drug Abuse .AmlmdDl=18 of 1983, 
Pub. L. No. 98-24, 97 SIlIL 175, 178 (1983) (codified at 42 U.S.C. 
n 290Ba ~.). 'Ibese IIII\eIIdmmIIs R!qUire thII S=diuy of HHS, 
FDA's pIQaIt agency, to submit certain repDrts to Congress every 
I!uec years. 42 U.S.C. § 290aa-2(b). The SlBlllIe direds die SeczeIa:y 
to report to Congn:ss CIU'lClt findinp OJ!. "the adclictiw property of . 
tobacco- aad to m ''''''''end -legislation 8IId aitmllIistndve action as, 
die Sa:maIy ~ deem appropriate." 42 U.S.C.t l!IOu-l(b)(l)-(3). 
This statulC evidenca CoQgresa' awareness of !he addictive nature of 
tobarro producll aDd illl intent to main control over fur!her regula
IDlY actIlJIl. 

lD 1984. Ccmgnm again .mr:ncled the Cigamte Labeling Act, but 
~ tile basic regulafot)' approach established in 1965. See Cam-

2.% For example, the 1970 I.IIIeIIdl!Ient dwlged tile wording of die 
wamhIg to be included an c:igaretle packages, 15 U.S.C. 11333; revised 
§ 1334's expIeSI p'f>C"'i'lion provision; and iImdc it unlaw11ll to IIIfvcrtise 
dgaldIe$ on e1ectmnic rmnmuDicatioruI anbject to FCC jurisdlctioft, l' 
U.s.C. 11335. 
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prd!t:mivc Smoldug Bcb!Qtion AI,1I (Smokill8 Education AI,1I). Pub. L 
No. 98-474, 98 SIaL 2200 (1984) (amendiDg till! Cig_ Labeling 
Act), The Smoking Education Act ~ rotaIiDg wamiDgs on ciaa
reIIe par:kaging aad adwrtisiDI, 15 U.S.C. 11333; estab1isbcd aD 

~y ConIIDitt= on Smokillg and Health. iDcJuding members 
from !be FI'C. die Dcpu1DIcIlt of Education, and !he llepanmcnt of 
Labor. but DDt from the FDA, IS U.S.C. f 1341(b); and requI= 
8IIIIII8l disclal'Ul'e of tobacco iDgrcdit:nIa to !be Seccetary of HHS, 15 
U.S.C •• 133SL Quoting U.S. Surgeon GeIIeraI Dr. C. Everett Koop, 
till! HOWIe Rqxnt m:onma:""ioll IIIis legislation described c:igareUJ:I 
emkiog lIS "tba most important public issue of ow- 1iID: •• H,It Rep. 
No. 805. 98th Cong., 2d Seas" at 12 (1984). Conslsleut wlltt the prior =DIIS of Coagzcss discussed above. tho HCJUSe Report R:ICOg1IizrJd 
!bat "[f]edetalIaWl thal protect the pUblic frolu hualdous food, dnlgs 
and IXIIISIIU1a' produels do DDt apply to cigan:uca.· H.R. Rep. 80S. at 
12. 

In 1986. Congmss c:n:aICd a similar regulatCR)' program for smoke
leA tobacco, bot wilh some additions.23 Comprdlensivc SlI1Ob1ess 
Tobacco Health BducadoD Act (Smokelcas Tobacco AI.1I). PIIb. L. No. 
99-152. 100 SIBt. 30 (1986) (c:ocIified at IS U.S.c.n 4401-4408). 10 
g-u, the Smokeless Tobacco Act ~ired specific health wamiugs 
in IIIIOkcIcss tobacco advenisiDg and on paebgiDg. IS U .S.C • 
• 4402(a).(b); 8IIthoriZc:d !be FrC to issue specified regulations 
repn1iDs the COIIICm 8IId fonn of label warnings. 15 U.S.C . 
• 4402(c); baDncd adveniaiDg on dectrcmlI! COIlIDIUIlic:ats subject 
to R::Cjurlsdil:tkm, IS U.S.C. § 4402(f): and RQUi= annual illgRdi· 
eat and t'imd'lr'·lcvel reportiDg ID !he HHS SecreIaly. IS U.s.C. / 
§ 4403. In addiIion. iIIe Smolccless Tobacco Act aulhorized the Secre
tary of HHS to develop a program far informing lID: public of die 
be:alth bawds C8lId by use of amoeless tobacco. IS U.S.CO 
§ 4401(a). SpecIfically. the Sectetary is iDstrucIed to make this int'or-
1IIIIIion aYIIilab1c 10 school sys1CalS for educational pwposes. IS 
U .S.C •• 4401(a)(1)(B). The staturll also provided (Dr trcllOk:a1 and 
fiouritl asaIstaDce to States for their development of educational 
plqjt8iDS about die dIIIIgcrB of IlDOb:Iess tobacco and for establishing 

23 Ills worth noting that Coagress adoptM a ve:r;y similar approach to 
the om: tlIkal in die Ogarettll Labclma Act, even though illwi expressly 
m:ognizecI the addictive uaturC oftobac:co. 42 U.S.C. § 29Oas-Z(b)(Z). 
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18 lIS !he mlnlmllm age for purchasing nnokeless tobacco. 1!!l U .S.C • 
• 4401(b).24 F"&nal1y. !he Smokelll3S Tobacco Act ta{llin:s the SQ;R:
wy of HIlS to S1lbmit biCllDial repOrtli to Congress c:onllliDing ". 
dcsu:iplion of the eftiIctII ofbcalth educatiOll C!ffortll." "811 evaluation 
of thII bea1th effects at BmokI:less tobacco products." aDd "'ewDliiIeIl
daticms for legWation and administrative actiOD." IS U.S.C. 
14407(1). 

Lib !he CgaIeUe J .. ""'ing Act. the Smokeless Tobacco At#. a1so 
mnhIjns an 1IlIpres5 p!eeDlptiOD provision. See IS U.S.C. § 4406 (pI\)
viding that "[0]0 statement rel4liDa to thII use of smobIeu !ObIcco 
products and health, oilier !ban !he _15 requhed by section 
44QZ of this title, &hall be lajIJiRd by lUI)' PodI:ral agency to appeu 
em. aay package or in any adverti5emalt"). However, as cIlSCIISsed in 
reIatiaD to !he CIgareUD LabeliDg Act. this ClIp~ prcClllplion pEOVj
Ilion does not detract from our examinatiOll of thIIltalUle as • 1001 Cor 
c!eterminiDg OODgIIISSional iDIeut. In recOiwnetvliDg passage of thII 
SmotrI'lSS Tobacco Act, !he House Report cited particular concems 
about the popularity of ~es8 tobacco with minDn. See S. Rep. 
No. 209. 99th Cong., lit 4 (19BS). reprinted in 1986 U.S.C.C.A.N. 7, 
10 (statipg thlll ". msjOl IaI50D for the dcvelopmeaf of a IcgUdativc 
Ploposal is !he aIarmiDg Incidence of use by dlildrcu"). Thus. In 
1986, Coogress considered the very issues that the FDA DOW purpons 
to address in its proposed rqulatiOllS. 

W!th1n !he COIII9t of !he FDA's 1'I't""'''''' swed positiOllS that it 
IwI aD juri.sdktiOll, Coog:ess etIII:tt:d eomprdJcasive Iegislatioa 
addrcssiIIg many of the activities that the FDA DOW atIempts to regu
late, based on thII _ concerns relating ID youth use DOW cited by 
the FDA. The CIllICtmI:Dt of the Smobless Tobacco Act ill no way 
IIIIIJPOftS a COIICIusion that Congress inrrnded ID give !he FDA juri&
dictioa. cm:r tobaccD producls. To the contrlly, the cleWled scbc:me 
QQfcd by Co~ evidetICeS its inleDt to tetain 81IIhority aver rep
IaIioD of smolce1ess tobacco. Cf. l'!l!!jrpzp v. Mel""" Credit Uaion, 

2A A.I discussed below, Coagrcss bailt on lite youth education and age 
limIl proviaiom of the Smokeless Tobacco Act in the AIeohoI, Drug 
Abuse. and Mc:nla1 Ikalth AdmIDi&tradon RcorganizaIiOll Act of 1992-
(1992 AnwWnmlS), Pub. L. No. m2. .. 321, 106 SIaL 394 (codified. 42 
U.S.c. § lOOx-26). 
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491 U.S. 164. 181-(1989) (~ that courts "Slmuld be reluctlllt ... 
to read an earlia- SWIlte broadly when! the result is to circumveat die 
derallJ!d -'ial scheme cansttucted in a later ataUIte"). The FDA 
II1II)' DOl. without ~ by ~s, COIlsIlUct wbu it 
beIlI=ves Is a "beau" reautamry acbr:me, MQ. SIZ U.S. at 234. If the 
FDA bcIieYM that additioaal reguJation was nrMrd, the Secretary 
sbould have rec:ommeuded such actiOD to Coagress, as direI:Ied in the 
SmnIa=lr,," Tobaa:o Act. IS U.S.C. § 4407(aX4). 

, 
Ia 1992, Coagress agaIa addressed die problem of youth IICCeSS 10 
IObmx! produca. The AlcoboI, Drug Abuse, mel Meatal Health 
Administratioll Reorganjratina Act of 1992 (1992 AmendP'U!8), 
Pub. L. No. lQ2..321, 106 Stat. 394, focused na tcgIIlatina a1 the state 
level by providing fiaaacIal iDccmlvec 10 Swes which c:uact and 
eafim:c IICCCSS _Ilictions for individuals UDder age 18. 42 U.S.C . 
• 300x-26.:IS 

'Tbe 1m AmauI","," exprcu clear c:oogressioaal Iarmt rlw 
Stala cxcn:i= their Iladitioaal police powtrll and ~ a primary roll: 
in ....... king tile problem of)'llllth access 10 IObaoco pxocIw:U. How
evs, die FDA'. ptOpOsed regulalOry schmuo would rn-apt much 
stile zegulation. in this area, iIII:IudiDg more striD&ent R&Ulatioas IIwI 
!hose proposed by die FDA. 'lbe Act prchibils Statca from impoalag 
Go deviCCII q !alUiremcnts "difl"ereat from, or in addtlion to" those 
Ialposed by the PDA. 21 U.S.C. § 36Ok(a). lbus, if die Act applied 
to 'Obacco products, § 360k(a) would pmbibit SbIIa from addressIng 
the probll!m of youdlllcccSI. The FDA rcspouds, FDA Jbd Dr. p. fil, 
a. 16, that swa "might" quality for emmptioas from ptteiilplilm 
WIder § 360k(b). However, the possibility of I discretionary excmpo 
tina does DOl take away the ilIhemIt conflict between !be Slate regula, 

:IS More specifically, S'*' are eligible for !he fiunciaI iaceatives only 
jfdley: (1) pralll'bit sales to iDdividuals uadcr age lB. 42 U.S.C. § 300 .. -
26(8)(1): (2) enlcm;e the prohibition in a way that"can reasna.hIy be 
"1''' "'" 10 rcdnat Ib" CIldeat 10 which lObacca'prodUClllare available to 
iIIdividua1II WIder the lilt of 18, " 4Z U .S.C. D 300x-26CbXl); (3) CIOIIduct 
'pm"""', un_'IIeed iDspedi!!!!!l" of mailers 10 cbeck: compliance, 42 
U.S.c. 13OOx-26(b)(2)(A): and (4) mabllIIIIIlIal reportIlO !be HBS Sec
rewy reprdiDg die D;IIIOUet IIld .. ' ....... 1 of swe cnfot=llalt Ktivitlcs, 
42 U.s.C. I JOOx-26(b)(2)(B). 
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tory role estab1ishcd by Cougms and !be FDA's proposed scheIrJe. 
In developing its rcgulaloly ~ Cur tobacco ProdUCIS. CoDgress 
made a policy dclctminatiou that stm participation was -=essary for 
effective regulation of youth IICCCSS. Allowing tbII FDA to ovenide 
Ibis decision would be CODIraly to amgressiozW. iumJt. 

Over die Iut 60 JellS, Congtess bas a\ItIM II1IJIletOIIS statulel IlId 
amendmenta for tile rcguIadon Df!Obal:co prodm:ls. Throughout Ibis 

, period. Congress WBS well awue of !be dangers of tobacco prodvdl; 
ami of tbII FDA 'a COIISistent pasiliDD !hat it had DO jurisdiction OYer 

tobIrm pmduCfll. Yet, eon,- took DO steps to ovcttum !he FDA's 
imaplewion of Ibe Act. dW it bad 110 jurisdiCion over tobacm prod-
1Ids as c:ustolllarily used. In fact, Coagrcss deIibetalcIy lCjecIM a role 
fm lIKl PDA duriDg its IlOIISidmation of various legislation t'mal 1965 
tbrou&b 1993.26 Instead, Congre&! developed a regulatory selu:mc 
wbmby It ....... jnc:d IIIe position ofpolicynlal= for Ihe induauy.Z7 In 
addiliou, it developed a sdlemc whereby designattd agencies would 
periodiwly report aAY new inCol1llllEion and m:oll1JlJelldatiol for 
legislation or regulation to Ccmgress.2B Talam togclhcr, Ihese ac:tiODS 

by Consns arc rclcvmt and COtlOboGllive evid= that CoDgress 
ever inlellded to give the FDA jurisdiction over tolw:co products. 

DL Coru:lusjog 

lbls Is DOt a case IIboul whedlet addiliooal or diffemtt rq:u1aIloas 
are tIeII:Ifm to address lesitimaJe c:ow::ezw about the serious bealth 
problr:ols rcIated III tobalxo use. 8Dd particularly youth tobacco use, 
in Ibis cuamry. At lIS COle, this case is about who has die pawa- to 

26 Betweea 1965 and 1993. lIl1east 13 bills were introduced ill ColI
&teSS wbldi would have Simi lIKl FDA jurladit:tion over tobac:co prod
III:IB. NODe of Ihese bWs WC!n! ",8C~ 

17 Althou&h Congress has givcu tile fTC limited IIllhority III IegIIIarc 
aIherlisina Ieblcd to tobacco ptodllClS, Ibis powet is limited by !be 
tobacco-specific !egisl.tioa. IS U.S.C. §i 1336m,. 44(14.46. 

18 TIle HaS, FTC. Ind ~ Commitme are aU dim:IrJd to mab 
periodic reporlII to Coagrea lDcIudlag iufonmdoa on IhIIllc:aldl effects 
of tohsren products, lIKl addictive III1IIrc of tobatto ~ ciaarelle 
adveltisiug. See e.g .• IS U.S.C. II 1337(a), (b), 1341(~c); 41 U.S.C. 
§ .29Oaa-2.. 

43 

I4i 045 



08/14/98 
08/14198 - .. - ...,..".,.--.... 

FRI 12: 00 FAX 202 514 8071 CIVIL OAAG 
;l~i ~~ . .!~~ .. ~04771Z713. _ .. : •... __ 4'n1 CIRCUIT eLK 

mae Ibis t;ype of major policy clccision. AI l1li: SIIpmIIe Court bas 
previously alalecl about a diffenD1 ageac.y &lid. its ell&bll.ag sbtUte, 
acilbcr fcdcraJ agcuclea DDr l1li: courts c:m subatilD~ Ihcir policy judg. 
DJeDt!I fbI thoseofCoagxeu. See ~ 511 U.S. at 234 (stating that 
'our cstiJJladoD&. &lid. l1li: [FCC's] ..... jmari!!l! •• of desirable polic:y 
C8IIIIDt alter l1li: _jug of l1li: fi:dcral Commnnicalions Act of 
1934 0). In rejectiug the agCllq's iUlcrprelation of iD enabling stamm, 
!be MCI Court charactcrizecl tilt: agem:y'l acti!!l! u "effi!cIively IIIe 
inIroductical of • whole IICW regime of reguWi!!l! • •• whidJ may well 
be: • better tegiDJe but is !lOt the ODe !bat CoDgms establlshed. o MCI, 
512 U.S. at 234. Accordl.agl)', we do ad, indeed CIJIIIOt, pus judg. 
IIII!IIl 0I1111e DCdts of the regulatory scbenIe Ploposed by Ibc FDA. 
By iD glta vires acdOD; l1li: fDA bas acceded !he lDtbority gtlIIIlal 
ID II by CoIIgraB. and its rulemaklag action c:armoI &aDd. 

We are tJms of opinion that Conan=ss did Dot iDIcDd to delega~ 
jurisdicli!!l! OYW tobal:c:o prodJlgta to the FDA. Accotdl.agly, the judg
IIlCIll of IbI: disIrict toUrt Is 

RBVERSBJ).29 

HALl., C"m:ult Judge, dissenliDg: 

'lbc FDCA delepres to !he FDA die duty of pnmm\pling and 
enfortiDg Iql1Ibri!!l!ll aimed at PlOIb:thig l1li: aatioa's citlzeaa fzom 
misblUldcc1l1l1d mmfc drugs and CbocL After,.:arJ of ClWidcriug III 

may of evidczlce. much of it emly reccaIly braugbt to light. the FDA 
/ 

:1S This fooIDDIe is added 10 IIIBIal clear dial l1li: judgrnmt of Ihe district 
court rqatding Ihe COIISUUCQcm of 11 U.S.C. § 360j(e), Coyne H!'J!"m 
966 P. S\Ipp. at 1399-1400, Is vacated. The distrk:t court'. ~r;tioa 
of § 360j(e) WIll based. 011 iIs cnonams holdLag !bat the FDA bad lIIlIhor· 
ity to promuIgaIr: regu\ati!!l!ll regardiD& tobacco prodIIcIs. Had l1li: dislrict 
court Rached l1li: c:orr=:t coru:lusiDII on l1li: jurisdictioDa1 Issue, ~ 
would have been DO cx:c:uiDlllD addlcss Ibe COIIS1IUcIion of I 36Oj(e). 
Iu:I:mdiDglY. we vacate Ibe dlscrict coun'. dclc:isioa onlhat iasue wbich 
1& the subject of the: gO\lenllDlW's 1ppCII. We expIess DO opiDioll au that 
question, .IDd oar decl.sion should. GOt be COIIIUUed u eilher agmeiq 
.WUh or disa&reeiDc wilh Ibc district court's decision on the CDIIStl"IICtloI 
of § 36Oj(e). 
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dllCided to regulale • product that is estillllleCl to eause some 400,000 
dealhA " year. While IIOt actually dispuliDg !bat tobacco products 
ddiver a drug, niCOline, iIIro the body, the majority would cleuy to die 
FDA the authority to act to address tbls acknowledged health IhIut. 
I diP"' 

Tobemo predul:U' fit comforubly into the PDCA's detiDitious of 
"drug" and "device." IDasmw:h as dgarcua aDd SlllDkdcss tobacco 

'an: R6IJOIIIiblliO [or ilIIIeu aIId dcaIh em • vut scale. FDA ~OJIS 
aimed at curIJiD& tobacco II5C by childral cannot possibly be COIIIrary 
to the geaenl iDImIl of the FDCA to ptoreet the public Iu:aIIh. But 
eve!l wbCII '\lie apaDd our search for legislative iDImIl beyoml the 
words of the ~ the evidelJa: Ms fiJr abort of dc:monstratiJla that 
Ccugress 1nIeadccI to dcay or widJdraw Jurisdiction over tobaa:o from 
the FDA. 'lberefort:, on die major question before lIS, I would affirm 
the district court's denial of S1IIIIIIW)' Judgmmt to the COIUpInies to 
the extcIIl sudijlldgman IIIlIIB on die issue orlbe FDA's 811thority to 
regubte UJbaa:o products. 

As a eonscqueuce of this view, I IIIISt also reach those subordiaate 
iSS1ICII DOt discussed by !hc IIllIjority. I would affirm !he denial of 
S1IIIIIIW)' judgment to the companies on Ibe issue of the FDA '9 c:hoice 
of the "combiIIafioII-products" regularory sdicmI:. I believc, boweYer, 
lhat the district court cm:d in rullng dlat the FDA C8IIDot, as a matter 
of IWUtoQ: law, restrict the advertiisiDg of tobacco pursuant to die 
~'s authority to rcguIate the "5RIc" of sud! products. 

I 

Whea tcviewID& an qcm;y's c:onstnIction of a stalUte, we must 
first ask "whether Congress ba.s dhee!iy spoIccD to the precise ques
tion at issue... CI!!roop. U.S.A .. ID!:., v. HalUm! ReI!O!!l'Ce!l Defense 
C'pmcil. 1Dc... 'WI U.S. 837, 842 (1984). The usual nile is to enfcnce 
the plaiD Iaapage of a IItIIIlte aa:ardiIIg CD its 1I:mII. United '$tm 
v Ron PaIr Sum. Jm: .. 489 U.S. 235, 241 (1989). Wbed!er the 1_ 
guagc is plaiD is "dc!trmined by .cfeteace to the I~ itself, the 
specific C"IIIed in wbich the language is used, aIId the broader eon
lat of the stslu1e as a whole.· Rnhimon Y. Shell Oill'LmgMqy. 519 
U.S. 337, _. 117 S, Ct. 843,846 (1997). Here, the laDguage II 
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plain. lIIld die wufBXt does not COII1IDBIId a reault cantrIlI}' 10 the plaiD 
meaning. 

'Ibe DII\iorltY devotes epplWimahily tJua puqraphs 10 duo worda 
tlIal form the heart of duo FDA'sjurisdict!onal claim: "(T]he tam 
'drug' meaDS ••• Br!lc1es (other thllll food.) iaIaldcd to affect the 
sauctu:re or functiOll of the body.' 21 U.S.C.I 321(g)(1)(C). While 
as 0IIII:h as comxding that IObaIx:o producta fit the FDCA's "literal" 
definition of drug, the ma,jority cooc:enttaIC4 illSlead au what it 
bc1icves I:! abImdaIIl evldcual el!!!!Where demonstrating chat CougmJs 
bas =ver'mendrd tlIallObaIx:o come under FDA audtority. DespIIlCl 
die apparent aga:cm= aboIrt the "1iImII" aaniDg of "drug" ami "de
vice," a fi=w wonis IIR IIV"'BaIY 10 set the stage befon: muviDg aD 

to a dlscussiOll of the "c:oatcxt" of the FDCA. 

A 

The "J!erna!cing teeard contains voluminous evidence of !he pilar
macologjca1 c:ffCCb of 1IiI:otine: In e4dition 10 be:ing bigbly addictive, 
uil:orinc ads as a stiDl1llant, ttaaquiliz.er and appetite suppressant. See 
61 Ped. Rc:g. 44665-66 (1996). Under these: ISI1Imed fads, nlcotlnc 
clearly "affect[RJ the stru~ or limetion of the body of man •.. ", 
IIIIIlI do not II1Idcntand the majority 10 be: saying othetwisc. The only 
IIf2U8bIc: impediment 10 a comple!B fit between the ~ of the stat- . 
life and tobacco proclucll is the word "iDt.mded." 

B 

'AIIMag 011 the conclusioa that the Dicotinc In II?baa:o produas is 
highly addictive, the FDA proffeled four independem rationalc:s 10 
satisfy the additioaal requirement that IObacco ptodUdli be: "jn!ftlded" 
III affect the body: (1) a reasonable manufactu:er would fo_ that 
C('M!!merB would use the product 10 satisfy addktioa, HI 61 Fed. 
Reg. 44634, 44701-39; (2) IIIDSt CONI'men do iD fact use fDhl( ~ 
produdB ID SIItis1'1 addiaioa, ~ at 44233; (3) !be IIIIII1I&dunn 
have loaa; knowa 1hat COlISUIIIerS use the ptOducm fur the pIwmaco
logical ef&m, - jd. at 44849: 1114 (4) the /lWlUfadurers *sip tile 
prodw:IB to deliver acliw: doses of Dimth1e, ~ 11144951. On Eea
IIDIIiD8 ~ whidJ I agRO, Ibc: district court beld !hat the FDA c:DIIld 
proffer evid== in support of !he first SlId SCCOIId of tbese ratioDalcs. 
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Coyne Beahm. 966 F. Supp. at 1388·92. la addition. I would also per, 
IIIit the use of recently disclosed evideIK:e. iI1cludiDg b=totbre-secret 
QnllpMlY c.fOCUllldltll, !bat establish !hat the COIl1plIIIics have mowu 
about ~ addictive qualities of their products for yean aDd lhat cIga. 
_ arc deliberately IIIIIIIipulated to crca1c aDd SIISIlIin addiction to 
Dirotine ' 

My didiODar)' rontajns lilt: foIlawiDg defiDitiCIIIB of"iDIeDd': 'I. To 
!Avo in mincl; PLAN. :za. To deaIgn for a particular pwpose. b. To b&ve 
·in mind for. particular PUIpOSO.' WEBSTER'S U NEW RIVERSIDE 
UNIVERSrI'Y DIctIONARY (1984). AJs a matter of simple English, die 
RSUlIllDl c:fti:ct 011 tile body - nk:odmI addidion- 1& in!!:!!ded wbma 
the ~ (as we .., BSSIIDIiDi Cor the ~ of this appeal) 
deliber3le1y desIans the product to have !bat effect. This meaning Is 
the primary, HteIIII, BDd IIlOSt COiDtUPll one auaebcd to the word 'in· 
mnd, , and it is ordinarily the one we should use. See Allro .... SM' Col 
v. Wigtclbug. 513 U.S. 179. 187 (1m) ("When tenDs used in • sw
ute me undefim!d, we give them their ordinary meaning. "). The 
majq's arguDII:!It does not CODVim:e me that we should obaivton 
this i ........ nn _ rule 1D this situadcm. 

Prior to Ih=: rules. the FDA had "assertcdjurlsdictiOIl over ciga
_ only whl:i1 bealth cIahns were made by the vcadon or 1ll8llllfac-
1II=s.' Action on Smnldng and Health v. Harris. (iSS F.2d 236, 239 
'" D. 7 (D.C. Cir. 1980) [hcteInafter A§Hl (t:itiag as ClWIIples UniIM 
Stata". 354.BuIk Qutntu .•• Trim Reducing-Aid CiRlrettr:S. 178 P. 
Supp. 847 (D.N.S. 1959), in wbich cigarea.es were marketed as weight 
rcductillll aids, and United States ,v. 46 Cartng. . . I Fairfax 
Cisw'!tt, 113 F. SUpp. 336-{D.N.1. 19S3), in whidl cigareIles were 
III8Ib!Icd as beIpIDg to prr:veal rcspinIOI)' diseases). No olber court, 
~, bas bcca am1'roaIIlcI with the type II1II quantity of evideos:e 
eoJ1mcd during the ruJemaking ptoceU in this t:asei the strength of 
lliCOliDe's addictive qualities, the cxteQl of the health problems cte
atl!d by IObscco produc:ls, and the coanplil:ity of the manufaclurers 
briDg lIS to a difrerJmt place dum we have been before. 

~ delibaaf1!1y desIgned to Clate and euatain addiction 8Ie 

DOt liRly to be IIlIIl"ketcd u 1i1ICb: Indeed. SDCb prodiK:a 8Ie IIIOJe 

tila:ly listed eIsewht::e in Title 2111l1011g the iIIegaI CODIrOn= sob
........... 111trib:s me IS psleIitIy absurd to COiIteIId that ciguettcs and 
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STATEMENT OF SUBJECT MATTER AND APPELLATE JURISDICTION 

The district court had jurisdiction over this case under 28 U.S.C. § 1331. The district 

court entered an order on April 25, 1997, granting in part and denying in part summary judgment 

to the plaintiffs, and granting in part and denying in part an injunction; the court also certified its 

order for immediate interlocutory review under 28 U. S. C. § 1292(b). 

By order of May 13, 1997, this Court granted timely petitions for immediate appeal under 

Section 1292(b) filed by two of the plaintiff groups and the defendants. This Court also has 

jurisdiction over the Government's appeal under 28 U.S.C. § 1292(a)(I) because the Government 

filed a timely notice of appeal (on May 2, 1997) from the partial injunction granted. The Court 

has consolidated all appeals. 

STATEMENT OF THE ISSUES 

1. Whether the district court correctly held that, despite the Food and Drug 

Administration's authority under 21 U.S.c. § 360j(e) to restrict the "sale, distribution, or use" of 

tobacco products and to impose "other conditions," the agency lacked authority under that 

provision to regulate the promotion and advertising of such products in relation to minors. 

2. Whether the district court validly enjoined Food and Drug Administration regulations 

governing access to tobacco products by minors and the labeling of these products, even though 

the court upheld the agency's authority to issue those regulations. 

STATEMENT OF THE CASE 

A. Nature Of The Case 

On August 28, 1996, after conducting the most extensive notice-and-comment rulemaking 

in its history, the Food and Drug Administration (hereafter "FDA") published in the Federal 

Register "Regulations Restricting the Sale and Distribution of Cigarettes and Smokeless Tobacco 



to Protect Children and Adolescents." 61 Fed. Reg. 44396 (1996) (reprinted in JA Exh. VoL).' 

Annexed to and made part of this rule was the "Jurisdictional Detennination," in which FDA 

explained its statutory authority to regulate tobacco products. 61 Fed. Reg. 44619 (1996). 

, " In these regulations, FDA detennined that the nicotine in cigarettes and smokeless tobacco 

is a "drug" within the meaning of the Federal Food, Drug, and Cosmetic Act (hereafter "the 

Act"), and that tobacco products contain components that are "devices" under the statute. The 

agency determined that cigarettes and smokeless tobacco contain both a drug (nicotine) and device 

components, and that they are "combination products" under the Act. The regulations are 

designed to reduce smoking by children by restricting access to tobacco products by minors, as 

well as the labeling, promotion, and advertising of these products. 

'. Plaintiffs (tobacco companies, advertisers, and convenience store owners) filed this action 

in district court, challenging the validity of FDA's regulations. They sought summary judgment, 

claiming that, as a matter of law: (1) Congress has withheld from FDA the authority to regulate 

cigarettes and smokeless tobacco as marketed by plaintiffs; (2) the Act does not authorize FDA 

to regulate cigarettes and smokeless tobacco as drugs or devices; and (3) the restrictions that FDA 

placed on advertising and promotion of cigarettes and smokeless tobacco violate the First 

Amendment. In moving for summary judgment, plaintiffs accepted as true the facts found by FDA 

in its jurisdictional detennination and the preamble to the tobacco regulations. 

The district court partially granted and partially denied plaintiffs' motions. The court 

,. agreed with FDA that the agency has authority to regulate tobacco products under the Act, and 

'. 
, (JA -.J citations refer to pages in the Joint Appendix filed with this brief. The FDA final 
regulations, preamble, and jurisdictional detennination are included in the Joint Appendix as a 
separately bound Exhibit Volume with the original Federal Register pagination. 
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therefore can restrict access by minors to such products. The court further held, however, that 

21 U .S.C. § 360j(e) does not authorize FDA to regulate promotion and advertising of tobacco 

products to minors, and, accordingly, it enjoined those restrictions. The court also enjoined many 

of the restrictions that it had ruled the agency had authority to impose. 

B. The Statutory Scheme 

In 1938, Congress passed the Federal Food, Drug, and Cosmetic Act, expanding the 

deftnition of "drug" in the Food and Drugs Act of 1906 to include articles "intended to affect the 

structure or any function of the body." 21 U.S.C. § 321(g)(I)(C). This expansion was intended 

to "amplif[y] and strengthenO" the statutory scheme. H.R. Rep. No. 75-2139, at 2 (1938). 

Congress also granted FDA the authority to regulate "devices," which include items 

intended to affect the structure or any function of the body. 21 U.S.C. § 321(h). The "expansion 

of the deftnition of the term 'drug' and the inclusion of devices are essential if the consumer is to 

be protected against a multiplicity of abuses not subject to the present law." S. Rep. No. 74-646, 

at 1 (1935). The Supreme Court described this legislative change: 

The historical expansion of the deftnition of drug, and the creation of a parallel 
concept of devices, clearly show, we think, that Congress fully intended that the 
Act's coverage be as broad as its literal language indicates - and equally clearly, 
broader than any strict medical definition might otherwise allow. * 01< * 
lRJemedial legislation such as the Food, Drug, and Cosmetic Act is to be given 
a liberal construction consistent with the Act's overriding purpose to protect the 
public health. 

United States v. An Article of Drug ... Bacto-Unidisk, 394 U.S. 784, 798 (1969) (emphases added). 

As the Act now reads, "drug" includes, in relevant part, "articles (other than food) 

intended to affect the structure or any function of the body of man or other animals." 21 U.S.C. 

§ 321(g)(1). (The relevant portions of the Act are reprinted in an addendum to this brief.) 

"Device" includes "an instrument, apparatus, implement, machine, contrivance, implant, in vitro 
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reagent, or other similar or related article, including any component, part, or accessory, which 

is * * * intended to affect the structure or any function of the body of man or other animals, and 

which does not achieve its primary intended purposes through chemical action within or on the 

body of man or other animals and which is not dependent upon being metabolized for the 

achievement of its primary intended purposes." [d., § 321 (h). 

The Act imposes substantial restrictions regarding the design, content, manufacture, 

distribution, advertising, sale, and use of drugs and devices, and has also provided FDA with 

broad regulatory authority to protect public health. 2 

For example, the Act mandates that certain drugs may be dispensed only pursuant to a 

prescription. 21 U.S.C. § 353(b). A related, but more expansive provision for devices 

authorizes FDA to restrict the "sale, distribution, or use" of a device. 21 U .S.C. § 360j(e)(1) -

the provision at the center of this case - provides, as pertinent, that FDA 

may by regulation require that a device be restricted to sale, distribution, or use -
(A) only upon the written or oral authorization of a practitioner licensed by law to 
administer or use such device, or (B) upon such other conditions as [FDA) may 
prescribe in such regulation, if, because of its potentiality for harmful effect or the 
collateral measures necessary to its use, [FDA) determines that there cannot 
otherwise be reasonable assurance of its safety and effectiveness. 

In addition, the Act bans the misbranding of drugs and devices (see 21 U.S.C. § 331(b», 

and restricted devices are misbranded if their advertising is false or misleading, or if they are sold, 

distributed, or used in violation of regulations promulgated by FDA. See 21 U.S.C. § 352(q). 

The Act also requires that all advertisements for restricted devices include a statement of the 

intended uses of the device and relevant warnings regarding side effects, precautions, and 

2 In the Act, Congress has made most delegations of authority to the Secretary of Health and Human 
Services through the Commissioner of Food and Drugs. 21 U.S.C. § 393(b)(2). For simplicity, we 
refer to the legislative delegations as being made to FDA. 
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contraindications. 21 U.S.C. § 352(r). 

For products that constitute "a combination of a drug, device, or biological product," the 

'. Act provides that FDA shall determine "the primary mode of action of the combination product, " 

which then determines which agency component will be assigned responsibility for premarket 
- ". 

•. 

.. 

review of the product. 21 U.S.C. § 353(g)(1). The agency may regulate drug/device combination 

products using its drug authorities, device authorities, or both. 61 Fed. Reg. 44400-03. 

In sum, the statutory scheme established by Congress provides for broad definitions of 

drugs and devices, allows for significant limits on the "sale, distribution, or use" of such products 

(as well as combinations of the two), and delegates to FDA substantial authority to establish by 

regulation the conditions under which devices may be made available to the public. 

C. Statement Of The Facts 

1. The Health Effects of Cigarettes and Smokeless Tobacco 

FDA's extensive rulemaking record shows that tobacco use is the largest cause of 

preventable death in the United States. More than 400,000 people die each year from 

tobacco-related illnesses such as cancer, respiratory illnesses, and heart disease. Tobacco alone 

kills more Americans annually than AIDS, alcohol, car accidents, homicides, suicides, illegal 

drugs, and fires combined. The average tobacco user loses IS years of life. 61 Fed. Reg. 44571. 

Although death from tobacco use occurs among adults, FDA found in its rulemaking that 

tobacco use is a "pediatric disease" because most adult smokers become addicted to nicotine in 

tobacco during childhood. [d. at 44421. Over 80% "of the adult smokers in the U.S. started to 

smoke as children or adolescents. Because nearly all first use of tobacco occurs before high school 

graduation, if adolescents can be kept tobacco-free, most will never start using tobacco. [d. at 

44399. Most of the children and adolescents who now smoke already regret their decision to start 
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and say they want to quit, but cannot. [d. at 44398. 

Approximately three million American children and adolescents now smoke; an additional 

one million adolescent males use smokeless tobacco. Every year, approximately one million 

children and adolescents begin to smoke - nearly 3,000 per day. FDA found that one of every 

three young tobacco users will eventually die from a tobacco-related disease. [d. at 44398, 44568. 

In its rulemaking, FDA recognized that the problem of youth tobacco use is gening worse. 

The agency found that the percentage of eighth and tenth graders who smoke has risen for four 

consecutive years. The prevalence rates of adolescent smokers are 20 % to 30 % higher than in 

1991. [d. at 44399. Based on these facts, FDA concluded that cutting in half the number of 

children and adolescents who start to use cigarettes and smokeless tobacco will have profound, 

beneficial effects on public health. [d. at 44568-69 . 

2. The Basis for the Assertion of FDA Jurisdiction 

FDA has authority to address the serious public health problems caused by cigarettes and 

smokeless tobacco if they are "drugs" or "devices" under the Act. Historically, FDA has asserted 

jurisdiction over tobacco products when there was sufficient evidence to establish that the products 

were "intended" to affect the structure or function of the body. See, e.g., United States v. 354 

Bulk Canons . .. Trim Reducing-Aid Cigarettes, 178 F. Supp. 847 (D.N.I. 1959). Conversely, 

when the evidence failed to support a finding of intent to affect the structure or function of the 

body, FDA determined that it lacked jurisdiction to regulate cigarettes. 61 Fed. Reg. 45222-23. 

Prior to this rulemaking, FDA last considered in the late 1970s whether it had jurisdiction 

over cigarettes for which no express therapeutic claims were made, when it rejected petitions by 

Action on Smoking and Health ("ASH") that urged FDA to regulate cigarettes as drugs or devices. 

The agency then concluded that the available evidence was insufficient to establish that cigarettes 
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were intended to affect the structure or function of the body. The D. C. Circuit deferred to FDA's 

judgment, but expressly left open the possibility that, in the future, FDA could obtain sufficient 

factual support to exercise jurisdiction generally over cigarettes and smokeless tobacco. See ASH 

v. Harris, 655 F.2d 236,239-41,242 n.lO (D.C. Cir. 1980). 

In April 1988, the American Heart Association and other public health organizations again 

petitioned FDA to regulate cigarettes under the Act. FDA conducted an extensive investigation, 

issued a proposed rule with a jurisdictional analysis, and invited public comments. 60 Fed. Reg. 

41314 (1995). The jurisdictional determination published on August 28, 1996, is the agency's 

decision on this issue. As summarized below, FDA has now found that cigarettes and smokeless 

tobacco fit the statutory definition of drugs and devices because they "affect the structure or any 

function of the body," and these effects are "intended" by the manufacturers. 

a. The Evidence That Nicotine in Cigarettes and Smokeless Tobacco 
"Affect[s] the Structure or Any Function of the Body" 

FDA's determination that nicotine in cigarettes and smokeless tobacco affects the "structure 

or any function of the body" is based on the key fmdings that nicotine in cigarettes and smokeless 

tobacco causes and sustains addiction. 61 Fed. Reg. 44630, 44665-66. Nicotine does so by 

exerting psychoactive, or mood-altering, effects on the brain, and by producing chemical reactions 

in the brain that motivate repeated, compUlsive use and create dependence in the user. [d. at 

44666. Nicotine directly affects a part of the brain known as the mesolirnbic system, which 

rewards the repeated consumption of certain pleasurable substances. It is believed that 

amphetamine, cocaine, and nicotine all cause the compulsive drug-seeking behavior of drug 

addiction through the same mechanism: increasing the activity of the neurotransmitter dopamine 

within the mesolirnbic system. [d. at 44700. In some cases, nicotine in cigarettes and smokeless 
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tobacco can have a sedating or tranquilizing effect on mood and brain activity, while in others, it 

can have a stimulant effect. Ibid. Further, clinical and animal studies indicate that nicotine causes 

weight loss, and that cessation of nicotine administration results in weight gain. Ibid. 

FDA found that these effects on the structure and function of the body are significant, 

quintessentially drug-like, and the same as those that FDA has traditionally regulated in drugs such 

as stimulants, tranquilizers, appetite suppressants, nicotine replacement products, and narcotics 

used to treat addiction (e.g., methadone). [d. at 44632, 44666-70. 

b. The Evidence That the Pharmacological Effects of Nicotine in 
Cigarettes and Smokeless Tobacco Are "Intended" 

FDA found that since it last examined its jurisdiction over tobacco products three 

independent categories of evidence have emerged, demonstrating that the pharmacological effects 

described above are "intended." 61 Fed. Reg. 45227. 

Foreseeability. First, there has developed "a scientific consensus, on the basis of 

overwhelming scientific evidence, that nicotine in cigarettes and smokeless tobacco is highly 

addictive and produces significant effects on the structure and function of the body." 61 Fed. Reg. 

45227. Before 1980, no major public health organization had determined that nicotine was an 

addictive drug. By 1995, however, all major public health organizations in the United States and 

abroad with expertise in tobacco or drug addiction, including the American Psychiatric Association 

(1980), the U.S. Surgeon General (1986 and 1988), the American Psychological Association 

(1988), the Royal Society of Canada (1989), the World Health Organization (1992), the American 

Medical Association (1993), and the Medical Research Council in the United Kingdom (1994), 

had concluded that nicotine is addictive. [d. at 44634,45228-33. In addition, substantial evidence 

since 1980 has established that nicotine has other significant pharmacological effects, such as 
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changes in mood and alertness. Id. at 45229-32. 

FDA detennined that, with this scientific consensus, a reasonable manufacturer must now 

foresee that cigarettes and smokeless tobacco cause consumers to become addicted to nicotine and 

will be used by consumers for pharmacological purposes, including satisfying their addiction. Id. 

at 44634, 44701-39. Applying the legal principle that "every man intends the legitimate 

consequence of his own acts" (Agnew v. United States, 165 U.S. 36, 53 (1897», the agency 

concluded that the manufacturers intend cigarettes and smokeless tobacco to result in addiction and 

thereby affect the structure and function of the body. 61 Fed. Reg. 44633-35, 44690-91. 

Consumer Use. Second, FDA found in its rulemaking "scientific data establishing that 

the vast majority of consumers who use cigarettes and smokeless tobacco are addicted to them and 

use these products nearly exclusively to obtain the pharmacological effects of nicotine." 61 Fed. 

Reg. 45227. Scientific evidence accumulated since 1980 shows that over 75 % of smokers, and 

as many as 75 % of young regular smokeless tobacco users, are addicted to nicotine and use 

cigarettes and smokeless tobacco to satisfy their addiction and for their mood-altering effects. Id. 

at 45233. See also id. at 44635-36,44807-08. 

Manufacturers' Statements and Actions. Third, FDA relied upon "newly disclosed 

evidence showing that tobacco companies have in mind that their products will be used by 

consumers for pharmacological purposes and have designed their products to affect the structure 

and function of the bodY." 61 Fed. Reg. 45227. Although this evidence includes three decades 

of tobacco industry statements, research, and actions, virtually none of it was known to anyone 

other than the manufacturers, nor was it disclosed to FDA, until this material was recently 

revealed through the agency's investigation, congressional hearings, and disclosures by tobacco 

company officials and employees. Id. at 45235-36. 
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This newly found evidence led to two central fmdings regarding the manufacturers' intent. 

First, FDA determined that "[m]anufacturers of cigarettes and smokeless tobacco know that 

'. 
nicotine in their products causes pharmacological effects in consumers, including addiction to 

" nicotine .. .. .. and that consumers use their products primarily to obtain the pharmacological 

effects of nicotine." [d. at 44630. This finding was based in part on evidence that senior 

officials and researchers for the tobacco manufacturers had, for decades, consistently - but 

secretly - characterized nicotine as: 

"'addictive,'" id. at 44884 (quoting A.Y. Yeaman, general counsel of Brown & 
Williamson (1963» (emphasis added); 

"'a potent drug with a variety of physiological effects ...... [and] a habit-forming 
alkaloid,'" id. at 44867 (quoting C.E. Teague, assistant director of research for 
R.J. Reynolds (1972» (emphases added); 

'" a powerful pharmacological agent with multiple sites of action,'" id. at 44857 
(quoting J.L. Charles, Philip Morris researcher (1980» (emphasis added); 

'" an extremely biologically active compound capable of eliciting a range of 
pharmacological, biochemical and physiological responses, '" id. at 44888 (quoting 
BATCO researchers (1980» (emphasis added). 

FDA also relied upon "evidence show[ing] that the manufacturers have known for decades 

...... that consumers use cigarettes primarily to obtain the pharmacological effects of nicotine, 

including satisfaction of their addiction." [d. at 44849. For example, researchers for R.J. 

Reynolds recognized in the 1970s that '" [t]he confirmed user of tobacco products is primarily 

seeking the physiological 'satisfaction' derived from nicotine'" (id. at 44868), and that '''[w]ithout 

any question, the desire to smoke is based upon the effect of nicotine on the body'" (id. at 44871). 

This knowledge of the researchers was communicated to the highest levels of the tobacco 

companies. As early as 1969, Philip Morris's vice president for research and development 

notified his board of directors that "'the ultimate explanation for the perpetuated cigaret[te] habit 
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resides in the pharmacological effect of smoke upon the body of the smoker. '" [d. at 44856. 

Second, FDA found that "[mjanufacturers of cigarettes and smokeless tobacco design their 

products to provide consumers with a pharmacologically active dose of nicotine." [d. at 44630. 

In the case of cigarettes, FDA found: 

Manufacturers of commercially marketed cigarettes commonly manipulate 
nicotine deliveries to provide remarkably precise, phannacologically active doses 
of nicotine to consumers. The principal techniques that are used to control and 
manipulate nicotine deliveries include: (1) the use of nicotine-rich tobacco blends 
in low-tar cigarettes; (2) the use of filtration and ventilation technologies that 
selectively remove more tar [than nicotinej from smoke" .... ; and (3) the use of 
chemical additives that increase the percentage of "free" nicotine in cigarette 
smoke. 

[d. at 44951 (emphasis added). FDA further determined that smokeless tobacco manufacturers 

also manipulate nicotine deliveries. [d. at 45108. 

Indeed, tobacco company documents in the rulemaking record revealed that senior industry 

officials and researchers expressly conceived of cigarettes and smokeless tobacco as: 

" 'a dispenser for a dose unit of nicotine, '" id. at 44856 (quoting W. L. Dunn, 
Philip Morris researcher (1972» (emphasis added); 

"'a vehicle for delivery of nicotine, designed to deliver the nicotine in a generally 
acceptable and attractive form, '" id. at 44868 (quoting C.E. Teague, assistant 
director ofresearch for R.I. Reynolds (1972)) (emphasis added); and 

"'the means of providing a nicotine dose in a metered fashion, '" id. at 44890 
(quoting BA TCO researchers (1984 )) (emphasis added). 

c. The Evidence That Cigarettes and Smokeless Tobacco Are 
"Combination Products" 

As noted earlier, products such as cigarettes and smokeless tobacco that are intended to 

affect the structure and function of the body can be drugs, devices, or combinations of the two 

under the Act. The critical distinction between these product types is that a device "does not 

achieve its primary intended purposes through chemical action within or on the body ...... and 
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* * * is not dependent upon being metabolized" to achieve its primary intended purposes. 21 

U . S. C. § 321 (h). A product that has both drug and device components can be regulated as a 

"combination product." 21 U.S.C. § 353(g). Combination products include drug delivery 

systents, such as preloaded inhalers or syringes, and adhesive patches containing nicotine to help 

relieve tobacco-related withdrawal symptoms. 61 Fed. Reg. 45210-11. 

Based on the record evidence regarding the pharmacological effects and intended uses of 

nicotine, FDA concluded that the nicotine in cigarettes and smokeless tobacco is a drug. [d. at 

45207. However, FDA further found that cigarettes and smokeless tobacco are not simply 

packaged nicotine, but rather "a highly engineered product" with device components that "have 

been carefully designed to deliver controlled, pharmacologically active doses of nicotine to the 

smoker." [d. at 45209. Similarly, FDA found that processed tobacco in smokeless tobacco 

"deliver[s] the nicotine to the cheek and gum tissue for absorption into the body." [d. at 

45213-14. Thus, the agency determined that these components of cigarettes and smokeless 

tobacco meet the statutory definition of a device, and that cigarettes and smokeless tobacco are 

therefore combination products. [d. at 45208-16. 

3. FDA's Tobacco Products Rule 

Once FDA found that cigarettes and smokeless tobacco are comLination products. under the 

Act, the agency had to choose whether it would regulate these products as drugs, devices, or both. 

61 Fed. Reg. 44400-03. The agency elected to use the Act's authority to regulate devices because 

that authority offers the agency "additional flexibility" to develop "careful, tailored solutions" to 

the unique safety concerns presented by tobacco products. [d. at 44404. 

Considering the large number of Americans who are currently addicted to nicotine, FDA 

determined that a ban on cigarettes and smokeless tobacco would unlikely be effective in 
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protecting consumers from the serious risks of these products. Black markets and smuggling could 

develop, offering products that likely "would be even more dangerous than those currently 

marketed." [d. at 44413; see also id. at 44398, 44405. Furthermore, a ban could result in 

adverse health consequences for the millions of adults who are dependent on nicotine. [d. at 

44413; see also id. at 44398, 44405. 

FDA therefore concluded that, to address effectively the death and disease caused by 

cigarettes and smokeless tobacco, addiction to these products must be eliminated or substantially 

reduced. [d. at 44398, 44413. The agency found that this goal could be achieved best by 

preventing minors from beginning use of cigarettes and smokeless tobacco. [d. at 44399. 

Accordingly, FDA determined that "restrictions to reduce the use of cigarettes and smokeless 

tobacco by individuals under the age of 18 while leaving these products on the market for adults 

* * * is the available option that is the most consistent with both the [Alct and the agency's 

mission to protect the public health." [d. at 44398. 

The evidence before the agency demonstrated that the most effective way to achieve such 

a reduction is to limit both minors' access to cigarettes and smokeless tobacco and the 

attractiveness of such products. FDA thus invoked its "restricted device" authority (21 U.S.C. 

§ 360j(e», which authorizes it to impose conditions on the "sale, distribution, or use" of a device 

if "there cannot otherwise be reasonable assurance of its safety and effectiveness." Pursuant to 

Section 360j(e), FDA adopted regulations designed "to ensure that children and adolescents are 

unable to have access to cigarettes and smokeless tobacco," and "to prevent advertising by the 

manufacturers of cigarettes and smokeless tobacco from undercutting the access restrictions." 61 

Fed. Reg. 44406. 

FDA found that, despite state laws outlawing sales of tobacco products to minors, 
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adolescents have had linIe difficulty purchasing tobacco products. For instance, recent studies of 

over-the-counter sales showed that 67% of minors are able to purchase tobacco products illegally, 

and that a higher percentage (88 %) is able to make such purchases from vending machines. Id. 

at 44426. See 60 Fed. Reg. 41325-26 (youth access to free samples and self-service displays). 

Given this evidence and the extensive public comments, FDA adopted regulations designed 

to reduce these means of easy access to cigarettes and smokeless tobacco by minors, while 

permitting continued availability to adults. The access restrictions prohibit the sale of cigarettes 

and tobacco products to persons under age 18; require retailers to check the photographic 

identification of persons under age 27; ban distribution of free samples; and prohibit vending 

machine sales of cigarettes and smokeless tobacco and self-service displays except in 

predominantly adult locations. 61 Fed. Reg. 44616-17. 

As for the effects of tobacco advertising on children and adolescents, FDA found that 

cigarettes and smokeless tobacco are "among the most heavily advertised and widely promoted 

products in America." Id. at 44475. In 1993 alone, the cigarette and smokeless tobacco industries 

spent over $6.1 billion to market and promote their products in diverse media, including 

"magazines, newspapers, outdoor advertising, point of purchase, direct mail, in-store, 

dissemination of nontobacco items with brand identification [such as t-shirts and hats], and 

sponsorship of cultural and sporting events." Ibid. 

Two recent, comprehensive analyses by the National Academy of Science's Institute of 

Medicine and the Surgeon General found that tobacco advertising plays a significant role in the 

decisions of young people to use cigarettes and smokeless tobacco. Id. at 44487-88. In addition, 

as the nation's largest psychological association concluded, "color and imagery in advertisements 

are important components for young people" because they "generally have less 
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infonnation-processing ability than adults, and they are less able or less willing to pay attention 

to the factual infonnation in the advertisements," and tobacco advertising "plays directly to the 

factors" that are most appealing to youth. Id. at 44468,44488; see also id. at 44485-86. Further, 

the Centers for Disease Control and Prevention demonstrated that more than twice as many 

children and adolescents (86 %) than adults are likely to buy the three most heavily advertised 

brands. 60 Fed. Reg. 41332. This study demonstrated that minors' choices of cigarettes and 

smokeless tobacco are "directly related to the amount and kind of advertising." Ibid. 

Advertising campaigns using appealing imagery "have been particularly effective with 

children." [d. at 44476. For instance, the "Joe Camel" campaign, featuring a fanciful cartoon 

figure, had a dramatic effect on Camel's share of the youth market, increasing it fourfold, between 

1988, when "Joe Camel" was introduced, and 1992. During the same period, the campaign had 

no effect on Camel's share of the adult market. Moreover, 30% ofthree-year-olds and more than 

90% ofsix-year-olds were able to identify "Joe Camel" as a symbol for smoking. [d. at 44476-78. 

This record evidence led FDA to conclude that "young people * * * are also very 

impressionable and therefore vulnerable to the sophisticated marketing techniques employed by 

the tobacco industry, techniques that associate the use of tobacco products with excitement, 

glamour, and independence" (id. at 44398); "cigarette and smokeless tobacco advertising has a 

powerful appeal to children and adolescents" (id. at 44471); and "the pervasiveness and imagery 

used in industry advertising and promotional programs often obscure adolescent perceptions of the 

significance of the associated health risks and the strength of the addictive power of tobacco 

products" (id. at 44571). FDA additionally found that empirical evidence from the experiences 

of other countries shows that increases in advertising expenditures led to increases in smoking. 

[d. at 44487-93. Thus, the agency concluded, "the evidence in this proceeding demonstrates that 
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cigarette and smokeless tobacco advertising plays a material role in the decision of children and 

adolescents under the age of 18 to engage in tobacco use." ld. at 44489. 

Internal tobacco company documents also provide "convincing evidence" of an intent "to 

attract young smokers and so-called presmokers" through advertising. ld. at 44480. See, e.g., 

ibid. (if R.I. Reynolds "'is to survive and prosper, over the long-term we must get our share of 

the youth market"'); id. at 44481 ("'[elvidence now available * * * indicate[sl that the 14 to 18 

year old group is an increasing segment of the smoking population. RJR must soon establish a 

successful new brand in this market if our position in the industry is to be maintained' ")'. 

Based on the record before it, FDA determined that advertising restrictions are necessary 

to "ensur[ e 1 that the restrictions on access are not undermined by the product appeal that 

advertising for these products creates for young people," and that, "[tlo be effective, these 

restrictions must be comprehensive." ld. at 44465, 44489-90. FDA also decided that both 

access and advertising restrictions are necessary to meet public health goals, and it stressed the 

complementary nature of such restrictions: "The effectiveness of the restrictions on youth access 

would be substantially diminished if the manufacturers were free to entice children and adolescents 

to circumvent the access restrictions." ld. at 44406-07; see also id. at 44408. FDA's advertising 

restrictions directly address a critical component of underage cigarette and smokeless tobacco use 

that is largely beyond the reach of access restrictions: the development of the desire of children 

to use tobacco. FDA found that, without such restrictions, tobacco advertising will continue to 

contribute to the decisions of a significant percentage of young people to purchase and to use 

tobacco products, and thereby significantly undermine the effectiveness of the agency's access 

restrictions and result in continued sales to, and use by, minors. See id. at 44465-66. 

FDA therefore developed restrictions on tobacco advertising that "retain the informational 
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function of advertising by pennitting text-only advertising while removing color and imagery from 

those advertisements to which young people are unavoidably exposed." Id. at 44469. These 

-. restrictions include: the use of a black-and-white, text-only advertising format, except in adult 

publications and adult-only facilities; a ban on outdoor advertising of cigarettes and smokeless 

tobacco within 1,000 feet of schools and public playgrounds; a prohibition on the sale or 

distribution (by tobacco companies and distributors) of non-tobacco products (such as hats and 

t-shirts) bearing a tobacco product brand name or logo; and a prohibition on sponsoring athletic, 

cultural, or other events in a tobacco brand name. Id. at 44617-18. 

In adopting these regulations, the agency explicitly addressed arguments that it lacks 

authority to regulate promotion and advertising under Section 360j(e) , concluding that that 

- statutory provision supplies the necessary authority. See id. at 44406-08. Further, consistent with 

its authority to promulgate restrictions under 21 U.S.C. § 360j(e)(1) that are necessary to provide 

"reasonable assurance of [a device's] safety and effectiveness," FDA found: 

Without effective restrictions on sale and distribution of cigarettes and smokeless 
tobacco to children and adolescents under 18, young people will continue to 
become addicted to these products and, once addicted, will as adults continue to use 
them in spite of their potential for harmful effects. * * * Thus, there can be no 
doubt that without the access and advertising restrictions imposed in this final 
rule, no finding that there is a reasonable assurance of safety for cigarettes and 
smokeless tobacco would be possible. 

61 Fed. Reg. 44407 (emphasis added). 

4. The District Court's Rulings 

On April 25, 1997, the district court issued an opinion and an order partially denying and 

partially granting plaintiffs' motions for summary judgment, and granting partial injunctive relief. 

First, the court acknowledged that it must review FDA's construction of the Act pursuant 

to Chevron U.S.A. Inc. v. Natural Resources Defense Council, Inc., 467 U.S. 837 (1984), and 

17 



", 

" , 

", 

.-. 

detennine whether the agency has given the statute a pennissible interpretation. The court held 

that FDA properly detennined that tobacco products fit within the broad "drug" and "device" 

definitions of the Act and, therefore, are within the agency's jurisdiction. The court rejected 

plaintiffs' argument that, in other statutes, Congress, in effect, repealed the Act's product 

definitions encompassing tobacco products. (JA 370-405.) 

The court also concluded that FDA could limit access to these products pursuant to its 

power in Section 360j(e) to restrict the "sale, distribution, or use" of such devices. Consequently, 

the court ruled that "FDA's access restrictions will stand." (JA 413.) 

The court ruled. however, that FDA exceeded its authority by regulating the advertising 

and promotion of tobacco products to minors under Section 360j(e). The court agreed that, under 

that section FDA may restrict the "sale, distribution, or use" of tobacco products because they are 

restricted devices. But the court detennined that "sale," as ordinarily defined and as used in the 

Act, does not include promotion and advertising directed at making a sale. (JA 408.) In addition, 

the court ruled that. even if "sale" could be read to include the advertising and promotion of 

tobacco products, the authority in Section 360j(e) empowering FDA to impose "other conditions" 

on the sale of restricted devices still does not extend to regulation of such activities. (JA 409.) 

The district court also concluded (JA 411-12) that Congress meant to limit FDA's power 

to regulate advertising and promotion of restricted devices to authorities elsewhere in the Act, in 

21 U.S.C. §§ 352(q) and 352(r). (As explained earlier, in those provisions, Congress provided 

that a drug or device is misbranded if false or misleading advertising is used, and that 

advertisements for any restricted device must include certain infonnation, such as the name and 

intended uses of the product.) 

The district court thus struck down the advertising and promotion regulations at issue. (JA 
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412-13.) Because it so ruled on statutory grounds, the court did not reach plaintiffs' First 

Amendment claims. (JA 414 n.33.) 

The district court consequently granted summary judgment to plaintiffs on the FDA 

restrictions concerning promotion and advertising, but it denied that motion as to the youth access 

and labeling requirements. Although the court allowed FDA to continue to implement the access 

restrictions that went into effect in February 1997 (those prohibiting sale of tobacco products to 

minors and requiring photographic identification for certain sales), it ordered FDA not to 

implement those access and labeling restrictions scheduled to go into effect on August 28, 1997, 

despite upholding FDA's authority to issue such regulations.' (JA 417-18.) 

SUMMARY OF ARGUMENT 

1. The district court correctly upheld FDA's jurisdictional determination that, under the 

clear and expansive terms of the Act, tobacco products are drug/device combination products 

within the agency's authority to regulate. However, after undertaking that thorough, careful 

review and giving appropriate deference to Congress's intent and FDA's reasonable interpretation 

of the Act (see Chevron), the court changed course; it adopted a narrow reading of 21 U .S.C. § 

360j(e) - which allows FDA to restrict the "sale, distribution, or use" of devices by imposing 

"other conditions" thereupon - and substituted its own view of the Act for that of the agency. 

The court did so without any determination that FDA had adopted an impermissible interpretation 

of the Act when it concluded that Section 360j(e) authorizes conditions on device advertising and 

3 The court enjoined access restrictions that require a face-to-face exchange; prohibit individual or 
unpackaged cigarettes or tobacco products, self-service displays, and free samples of tobacco 
products; and limit vending machine sales to adult environments. See 61 Fed. Reg. 44616-17. The 
enjoined labeling restrictions require the established name on the product and its advertising and a 
statement of intended use - "Nicotine-Delivery Device for Persons 18 or Older." See id. at 44617. 
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promotion. 

As the Supreme Court explained in Chevron, the function of the court was to determine 

first whether actions taken by FDA in regulating tobacco products as drug/device combination 

products were inconsistent with the clear, broad provisions of the Act. Where Congress has left 

ambiguity in the statute or delegated authority to FDA to enforce it, thl'Co the court's responsibility 

is to determine whether the agency has adopted an unreasonable construction of the statute. That 

the reviewing court itself might adopt a different reading of the statute is legally irrelevant; 

instead, the sole issue is the reasonableness of the agency's interpretation, which must be upheld 

as long as it is a permissible one. 

Section 360j(e) delegates to FDA the authority to restrict the "sale, distribution, or use" 

of a device. Although Congress itself has precisely and technically defmed many of the terms used 

in the Act, it did not define this phrase. Therefore, FDA was free to adopt a common sense 

definition of those terms, encompassing the full process of selling and distribution, of which 

promotion and advertising are integral parts. 

FDA's approach was explicitly premised on a Supreme Court decision that recognizes and 

applies the link between advertising and sales in the First Amendment context, Edenfield v. Fane, 

507 U.S. 761 (1993). FDA also based its application of the Act on the purposes of the statute, 

which the Supreme Court has recognized should be broadly construed for the protection of public 

health. Thus, FDA reasonably concluded that the statutory power to restrict sales of devices 

inCludes the ability to regulate promotion and advertising that generates those very sales. 

Congress further delegated to FDA the authority to impose on the sale, distribution, or use 

of restricted devices "such other conditions" as the agency "may prescribe." Therefore, even if 

the phrase "sale, distribution, or use" is given a narrow reading, FDA's regulation of promotion 
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and advertising leading to these activities must be upheld because the agency has exercised the 

authority delegated to it to impose "conditions." FDA found that this explicit delegation includes 

the authority to restrict the promotion and advertising that helps to create demand for tobacco 

products among young people and that, despite the access restrictions, would result in continued 

sales to, and use by, minors. This agency determination is fully consistent with the language of 

Section 360j(e) and the regulatory goal of deterring minors from beginning to use tobacco 

products, and thereby becoming addicted to them, and is further consistent with the Act's 

overriding purpose of empowering FDA to protect the public health by regulating the way in 

which products subject to its jurisdiction are made available to the public. 

As the district court recognized elsewhere in its opinion, it had an obligation to uphold 

FDA's construction of the Act unless there are compelling indications that it was contrary to what 

Congress intended. There are no such compelling indications here. Rather, the court gave Section 

360j(e) a highly restrictive reading, even though nothing in the statutory language, other 

provisions of the Act, its legislative history, or common word usage establishes that FDA was 

barred from concluding that its authority to place conditions on the sale or distribution of a device 

includes the power to regulate promotion and advertising for that sale and distribution. 

2. Finally, the district court erred in enjoining several important youth access and labeling 

restrictions imposed by FDA on tobacco products. The court upheld the agency's authority to 

promulgate those restrictions, and made no other fmdings regarding tileir impact on plaintiffs' 

businesses. Nonetheless, it enjoined those regulations. 
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ARGUMENT 

I. FDA Is Authorized By The Act To Restrict The Advertising And Promotion Of 
Tobacco Products. 

A. The Standard of Review. 

This Court reviews grants of summary judgment and questions of statutory construction 

de novo. Shafer v. Preston Memorial Hasp. Corp., 107 F.3d 274,277 (4th Cir. 1997). 

B. FDA Has Reasonably Interpreted 21 U.S.C. § 360j(e)(I) To Authorize 
Restrictions on Advertising and Promotion of Tobacco Products. 

1. Section. 360j(e)(I) Vests FDA with Broad Authority to Impose 
Conditions on the Sale, Distribution, and Use of Medical Devices. 

21 U.S.C. § 360j(e)(1) provides FDA with a "broad grant of authority" (61 Fed. Reg. 

44406) over the sale, distribution, and use of medical devices" By its terms, Section 360j(e)(1) 

authorizes FDA to impose "such * * * conditions" on sale, distribution, or use "as [FDA) may 

prescribe," if "[FDA) determines that there cannot otherwise be reasonable assurance of [a 

device's) safety and effectiveness." Section 360j(e)(1) contains only two limitations on the 

"conditions" that FDA may impose, neither of which applies (or is claimed to apply) to FDA's 

regulations in this case (see infra p. 32). Apart from those two statutory limitations, Section 

360j(e)(l) gives FDA unqualified authority - as a precondition to offering a device for sale to the 

public - to impose whatever conditions the agency determines are necessary because "there cannot 

otherwise be reasonable assurance of [a device's) safety and effectiveness." As FDA explained 

in the tobacco rule preamble: 

Congress, rather than limiting [FDA's) options, left it to [FDA) to decide what 

4 FDA's preamble to the final tobacco rule refers to Section 360j(e) as "section 520(e)." The 
Medical Device Amendments of 1976, Pub. L. No. 94-295, § 2,90 Stat. 539, 567, amended the 
Act by adding Section 520(e), which is codified as 21 U.S.C. § 360jf;.;). 
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conditions are necessary for a particular device. .. .... Section [360j(e)] ...... is 
intended to authorize such conditions on the sale, distribution, or use of a device 
as are necessary to ensure that the device is not improperly used and without which 
a reasonable assurance of its safety and effectiveness cannot be provided. There 
is no basis on the face of the [AJct or in the legislative history to conclude that 
Congress was trying to limit the conditions that FDA could impose to achieve that 
end" ..... 

61 Fed. Reg. 44409 (emphasis added). 

FDA has interpreted Section 360j(e)(I) as authorizing it to place restrictions on the 

advertising and promotion of medical devices in order to complement access restrictions, when 

there cannot otherwise be reasonable assurance of a device's safety and effectiveness. See id. at 

44405-09. This interpretation fully accords with the broad terms of Section 360j(e)(1). As 

explained below, advertising is an essential component of "sale, distribution, and use," both as a 

textual matter and as a matter of Supreme Court precedent. Moreover, even if advertising were 

not itself an inextricable element of "sale, distribution, or use," Section 360j(e)(1)'s plenary grant 

of authority to place "conditions" on "sale, distribution, or use" permits FDA to limit advertising 

as a "condition" of offering a device for sale to the public. See id. at 44409. The only predicate 

that Section 360j(e)(1) requires for the exercise of this plenary authority is a "determin[ation] [by 

FDA] that there cannot otherwise be reasonable assurance of [a device's] safety and effectiveness." 

FDA has made that determination regarding the tobacco products at issue in this case. q: United 

States v. Garfinkel, 29 F.3d 451,454-57 (8th Cir.l994) (finding neJJing to indicate Congress 

intended to limit FDA's authority in similar provision of the Act that permits agency to impose 

conditions "within [its] discretion," and deferring to FDA's permissible interpretation).s 

5 It is noteworthy that Congress, instead of merely authorizing FDA to act if "there cannot 
otherwise be reasonable assurance of [a device's] safety and effectiveness," gave FDA the 
authority to act "if [FDA] determines" that there cannot otherwise be such assurance. In gauging 

(continued ... ) 
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The district court nonetheless refused to accept FDA's interpretation of Section 360j(e)(1), 

holding that the provision does not permit any restrictions on advertising and promotion. The 

breadth of the district court's holding must be clearly understood. That holding is not, and does 

not purport to be, limited to tobacco products; instead, it denies FDA the authority to regulate 

advertising and promotion of any medical device under Section 360j(e)(1). Moreover, under the 

district court's reading, advertising and promotion of medical devices cannot be regulated under 

Section 360j(e)(1), even if it is undisputed that "there cannot otherwise be reasonable assurance 

of [a device's] safety and effectiveness." 

In adopting this reading of Section 360j(e)(1), the district court abandoned the framework 

Chevron mandates for reviewing administrative interpretations of federal statutes, even though, 

in the preceding portions of its opinion, the district court repeatedly (and correctly) relied on 

Chevron to guide its review of FDA's interpretation of the Act. 

As Chevron explains, "[i]f the intent of Congress [in a statute] is clear, that is the end of 

the mailer; for the court, as well as the agency, must give effect to the unambiguously expressed 

intent of Congress. " 467 U.S. at 842-43. On the other hand, "if the statute is silent or ambiguous 

with respect to the specific issue, the question for the court is whether the agency's answer is 

based on a permissible construction of the statute." [d. at 843. A reviewing court should "not 

'( ... continued) 
the discretion conferred on regulatory agencies by Congress, courts have attached great 
significance to this kind of textual "distinction between the objective existence of certain conditions 
and the [agency's 1 determination that such conditions are present." Kreis v. Secretary of Air 
Force, 866 F.2d 1508, 1513 (D.C. Cir. 1989). Indeed, Congress's use of "deeming" or 
"determining" language has been taken as strong evidence that Congress meant to preclude judicial 
review altogether. See, e.g., Webster v. Doe, 486 U.S. 592, 600 (1988) (statutory language 
authorizing termination of CIA employee when agency" deem[s] such termination necessary or 
advisable in the interests of the United States" "fairly exudes deference" (emphasis added». 
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simply impose its own construction on the statute." Ibid. See Young v. Community Nutrition 

Inst., 476 U.S. 974, 981 (1986) (upholding FDA interpretation of the Act, and noting that the 

'" view of the agency charged with administering the statute is entitled to considerable 

deference"'); see also Medtronic, Inc. v. Lohr, 116 S. Ct. 2240, 2255-56 (1996) (giving 

"substantial weight" to FDA's regulations interpreting preemptive effect of provision of the Act 

concerned with medical devices). 

Moreover, where "Congress has explicitly left a gap for the agency to fill, there is an 

express delegation of authority to the agency to elucidate a specific provision of the statute by 

regulation. Such legislative regulations are given controlling weight unless they are arbitrary, 

capricious, or manifestly contrary to the statute." Chevron, 467 U.S. at 843-44. 

This Court has repeatedly applied the Chevron analysis and deferred to agencies' 

interpretations of their own statutes, especially where" 'a complex and highly technical regulatory 

program' entailing policy determinations that fall within the ambit of agency expertise" is 

involved. Akindemowo v. INS, 61 F.3d 282, 285 (4th Cir. 1995) (quoting Pauley v. BethEnergy 

Mines, Inc., 501 U.S. 680, 697 (1991». 

Regulation of drugs and devices is indisputably a complex and highly technical program, 

dependent on agency expertise. As explained infra, FDA's interpretation of Section 360j(e), so 

as to permit the imposition of conditions on tobacco advertising and promotion as a key element 

of its program to reduce the harmful use of such products by children, reflects a permissible 

construction of the Act. As we now show, none of the district court's reasons for rejecting FDA's 

interpretation of the statute has merit. By substituting its own interpretation of Section 360j(e) for 

FDA's permissible interpretation, the district court acted contrary to Chevron's clear command. 
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2. Advertising and Promotion Are Integral Components of the "Sale, 
Distribution, or Use" of a Device. 

a. In determining whether its authority to restrict "sale, distribution, or use" of 

medical devices under Section 360j(e)(1) includes authority over adverti.sing and promotion, FDA 

explained that "[h)ow a device is sold involves many elements," including "how the device is 

represented to potential users. It is in the latter regard that advertising plays a role and may be 

restricted under" Section 360j(e)(1). 61 Fed. Reg. 44406. FDA relied on Edenfield v. Fane, 507 

U.S. 761, 767 (1993), in which the Supreme Court noted the inextricable relationship between a 

commercial transaction and the commercial speech that proposes that transaction. Accord 

Friedman v. Rogers, 440 U.S. 1, 10 n.9 (1979) ("By definition, commercial speech is linked 

inextricably to commercial activity"). As a result, "the State's interest in regulating the underlying 

transaction may give it a concomitant interest in the expression itself." Edenfield, 507 U.S. at 

767. FDA thus concluded that, "under section [360j(e)) of the [A)ct, the sale of a device is 

'linked inextricably' to the advertising that promotes the sale, giving FDA concomitant authority 

to impose necessary restrictions on the advertising." 61 Fed. Reg. 44406. 

The agency's view that a "sale" encompasses the necessarily predicate act of an "offer for 

sale" is reasonable and founded on common sense.6 Moreover, in its commercial speech case law, 

the Supreme Court has repeatedly recognized the inextricable relationship between commercial 

transactions and advertising. Not only did the Court make this connection in Edenfield, 507 U.S. 

at 767, it did so in other cases by at least the mid-1970s, before Section 360j(e) was enacted. See, 

e.g., Virginia State Bd. of Pharmacy v. Virginia Citizens Consumer Council, Inc., 425 U.S. 748, 

6 The particular connection between advertising and the need for protection of the public through 
regulation of medical devices dates to the 1930s. See H.R. Rep. No. 94-853, at 6 (1976). 
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771-72 n.24 (1976) ("advertising is the sine qua non of commercial profits"); Bigelow v. Virginia, 

421 U.S. 809, 826 (1975) (discussing relationship of advertising to regulated commercial activity); 

Pittsburgh Press Co. v. Pittsburgh Comm'n on Human Relations, 413 U.S. 376, 385 (1973) 

(same). When it enacted Section 360j(e) in 1976, Congress must be assumed to have been aware 

of the connection the Supreme Court had noted between sales transactions and advertising. See 

Smith v. Reagan, 844 F.2d 195, 201 (4th Cir.) (legislation is informed by the state of the law at 

the time of its enactment), cen. denied, 488 U.S. 954 (1988). It was thus clearly reasonable for 

FDA to rely on the Supreme Court's acknowledgment of that relationship. 

b. The district court, however, summarily rejected FDA's interpretation of Section 

360j(e) and looked instead to the American Heritage Dictionary definition of "sale." It found that 

this term "does not encompass the advertising or promotion of a product." (JA 408 & n.23.) 

Contrary to the district court's suggestion, FDA's interpretation of the scope of Section 

360j(e) is consistent with dictionary definitions of both "distribution" and "sale." See Webster's 

Third New International Dictionary (Unabridged) 660, 2003 (1981) ("distribution" includes "the 

marketing or merchandising of commodities"; "sale" includes an "exhibition for selling" and "an 

advertised disposal of marked-down goods," and "sales" is defined as "operations and activities 

involved in promoting and selling goods"); Bi£lck's Law Dictionary 1337 (6th ed. 1990) (referring 

to Investment Company Act: '''Sale', 'sell', 'offer to sell', or 'offer for sale' includes every 

contract of sale or disposition of, attempt or offer to dispose of, or solicitation of an offer to buy 

...... ") (emphasis added). Indeed, even the dictionary used by the district court defines "sales" 

as "[alctivities involved in the selling of goods or services," which can reasonably be read to 

include advertising and promotion, and defmes "distribution" as "[tlhe process of marketing and 

supplying goods." American Heritage Dictionary 411, 1085 (2d ed. 1991). 
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The district court's decision is also internally inconsistent and overlooks that Section 

360j(e) permits conditions on the "use" of a restricted device. Earlier in its opinion, the court 

recognized the relationship between the intended "use" of a product and its accompanying 

advertising and promotional materials. (JA 386-87.) 

c. Relying on the "negative pregnant" rule of construction - i.e., when Congress 

includes particular language in one section of a statute, but omits it in another, it is generally 

presumed to act intentionally in not including it in the second section - the district court found 

it significant that Congress used the terms "offer for sale" and "advertising" elsewhere in the Act, 

but not in Section 360j(e). (JA 408-09.) The Supreme Court, however, has cautioned against 

over-reliance on this method of statutory construction, especially when "common sense would 

• balk" at the result. Field v. Mans, 116 S. Ct. 437,442 (1995). Indeed, "[t]he rule is weakest 

. , 

when it suggests results strangely at odds with other textual pointers." [d. at 446. 

Here, there is important textual evidence in tension with the district court's narrow 

interpretation of "sale." First, the pertinent statutory term is not simply "sale," but "sale, 

distribution, or use." The court, however, appears to have read "sale" in isolation, as if it were 

limited to a particular transaction, overlooking its broader application to the offering of a product 

to the marketplace at large. Had Congress intended to restrict FDA's authority to such a precise, 

technical concept of sale, it would not have used the broad phrasing that it did. Promotion and 

advertising can readily be considered part and parcel of "sale, distribution, or use." At the very . 

least, had Congress not wanted FDA to engage in such reasoning, it would have used more 

restrictive and precise terminology, as it did elsewhere in the Act. 

Second, Section 360j(e) authorizes FDA to restrict the "sale, distribution, or use" of a 

device "upon such other conditions as the [agency] may prescribe in such regulation." A narrow 
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construction of "sale distribution, or use" would be inconsistent with the exercise of the patently 

broad authority to impose "other conditions." See infra pp. 29-34. 

Moreover, FDA addressed comments submitted during the rulemaking contending that 

advertising relates only to an "offer for sale," and that, if Congress had intended to authorize 

conditions on how devices are offered for sale, it would have said so explicitly. 61 Fed. Reg. 

44408. The agency rejected this contention, noting that the Act uses the phrase "offer for sale" 

in several sections prohibiting specified conduct. See, e.g., 21 U.S.C. §§ 331(m), 331(0), 353(c). 

As FDA explained, this fact simply reflects Congress' s intent that a consummated sale would not 

be necessary in order for a prohibited act to fall within the ambit of the statute' s enforcement 

provisions. See 61 Fed. Reg. 44408. 

d. Finally, the district court' s interpretation of "sale" produces a result at odds with 

common sense, which is to be avoided. See Field, 116 S. Ct. at 442. The court's ruling permits 

FDA to prohibit the "sale" of tobacco products at a convenience store to persons not old enough 

to purchase such products lawfully. But the court simultaneously found the agency powerless to 

prevent cigarette advertisements in displays at the store' s candy counter or in children's 

magazines, using characters or animals designed to appeal to children or adolescents. This 

incongruous result created by the district court' s narrow construction of the Act further 

demonstrates why the court should not have substituted its judgment for that of the expert agency 

charged with the statute's enforcement. 

3. The Authority to Impose "Other Conditions" on the Sale, Distribution, 
or Use of Restricted Devices Authorizes FDA to Restrict the Advertising 
and Promotion of Tobacco Products to Children . 

Even if the phrase "sale, distribution, or use" could be narrowly interpreted, the promotion 

and advertising restrictions must be upheld because they are the result of FDA' s exercise of its 
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broad statutory authority to impose "other conditions" on the sale, distribution, or use of restricted 

devices. For plaintiffs to prevail, they must show that FDA adopted an impermissible 

interpretation of the Act because sale, distribution, or use must be construed narrowly, and that, 

despite the language Congress used, it meant to limit severely the types of conditions FDA may 

impose. No such showing can be made here. 

a. The district court concluded that, even if "sale" within Section 360j(e) can be 

construed to encompass a product's advertising and promotion, FDA's authority to impose "other 

conditions" on the sale, distribution, or use of a restricted device nonetheless does not extend to 

such activities. The court stated that the "other conditions" provision must be construed in the 

overall context of Section 360j(e), which permits FDA to require a prescription for a restricted 

• device. or to impose "other conditions necessary to provide a reasonable assurance of safety and 

effectiveness." (JA 409.) With no elaboration, the court concluded that "[tJhe restriction on the -
advertising and promotion of a product does not fit within this framework." (JA 409.) 

The district court also found that "other conditions" must be construed with respect to its 

"counterpart" for prescription drugs, 21 U.S.C. § 353(b). (JA 409.) Like Section 360j(e), 

Section 353(b) "authorizes FDA to restrict drugs to prescription sale." (IA 410.) While the court 

conceded that FDA's power under Section 360j(e) is broader than under Section 353(b) because 

of the additional authority to impose "other conditions," the court nonetheless concluded that 

" 'other conditions' cannot be so broadly construed as to encompass conditions on advertising and 

promotion." (IA 410.) 

Not only did the district court fail on this point to defer to FDA's interpretation of the 

statute, its own interpretation of the "other conditions" language in Section 360j(e)(1)(B) is at odds 

with both the Act's plain language and legislative history. 

30 



b. "[S]uch other conditions as [FDA] may prescribe in such regulation" (21 U .S.c. 

§ 360j(e)(1)(B», is the quintessential "gap" that "Congress has explicitly left ...... for the agency 

to fill" - i.e., "an express delegation of authority to the agency to elucidate a specific provision 

of the statute by regulation." Chevron, 467 U.S. at 84344. "Such legislative regulations are 

given controlling weight unless they are arbitrary, capricious, or manifestly contrary to the 

statute." Id. at 844. Thus, when Congress makes a delegation of authority as broad as that in 

Section 360j(e)(1)(B), the agency's implementation of such authority "merit[s] the greatest 

deference," especially when policy determinations are implicated. ABF Freight System, Inc. v. 

NLRB, 510 U.S. 317, 324 (1994) (upholding agency action pursuant to a delegation '''to take such 

affirmative action" .... as will effectuate the policies'" of the statute). See also Schweiker v. Gray 

Panthers, 453 U.S. 34,44 (1981). 

In Doolin Sec. Sav. Bank, F.S.B. v. FDIC, 53 F.3d 1395 (4th CiL), cen. denied, 116 S. 

Ct. 473 (1995), a banking statute directed the FDIC to adopt risk-based assessment regulations to 

identify fmancial institutions likely to incur losses. The statute specified several factors that the 

agency was to consider in determining whether an institution would incur a loss, as well as "'any 

other factors the [FDIC] determines are relevant to assessing such probability. '" Id. at 1399. In 

upholding the FDIC's interpretation of the statute, this Court found that that provision "expressly 

gives the FDIC considerable discretion." Id. at 1400. The Court also declined to engage in 

policymaking, recognizing that that was the agency's function. Id. at 1400 n.8. 

Similarly, at issue in National Rifle Ass'n v. Brady, 914 F.2d 475 (4th Cir. 1990), cen. 

denied, 499 U.S. 959 (1991), were agency regulations implementing certain amendments to the 

Gun Control Act. The statute originally provided that '" [t]he Secretary may prescribe such rules 

and regulations as he deems reasonably necessary to carry out the provisions of this chapter. ' " 
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Id. at 478. The legislation was amended, however, to provide: '''The Secretary may prescribe 

only such rules and regulations as are necessary to carry out the provisions of this chapter. '" Ibid. 

The plaintiff in National Rifle Ass 'n argued that the amendment demonstrated Congress's 

intent to limit the agency's authority, but this Court disagreed. It held that the revised language 

was not intended to divest the agency (and transfer to the courts) the primary role of implementing 

the legislation. Id. at 479. This Court stressed that the agency was "better equipped than the 

courts for such an endeavor, having the technical expertise essential to determinations of statutory 

enforcement." Ibid. 

c. The "such other conditions as [FDA] may prescribe" language of Section 

360j(e)(l)(B) is at least as broad a grant of authority as was found in the various statutes at issue 

in National Rifle Ass 'n, Doolin, ABF Freight, and Gray Panthers. Indeed, by the explicit terms 

of Section 360j(e), FDA's exercise of this authority is cabined in only three limited respects. 

First, no condition "may restrict the use of a device to persons with specific training or 

experience * * * [or] in certain facilities unless [FDA] determines that such a restriction is 

required for the safe and effective use of the device." 21 U .S.C. § 360j(e)(1). Second, no 

condition "may exclude a person from using a device solely because the person does not have the 

training or experience to make him eligible for certification by a certifying board * * * or has not 

been certified by such a Board." Ibid. The tobacco advertising restrictions obviously do not 

violate those statutory proscriptions. And, presumably, if Congress had intended to foreclose 

FDA's authority to impose conditions on the sale, distribution, or use of restricted devices in any 

other respect, it would have so provided along with these two conditions. 

The remaining limitation on FDA's authority to impose "other conditions" under Section 

360j(e) is the requirement that FDA "determine[] that there cannot otherwise be reasonable 
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assurance of [the] safety and effectiveness" of the restricted device. Ibid. FDA made that 

determination and explained it in the rule's preamble. See, e.g., 61 Fed. Reg. 44405 ("unless 

measures are taken now to prohibit the sale and promotion of these products to young people under 

the age of 18, there cannot otherwise be reasonable assurance of safety"), id. at 44406-07 

(effectiveness of youth access restrictions "would be substantially diminished if the manufacturers 

were free to entice children and adolescents to circumvent the access restrictions"), id. at 44407 

("without the access and advertising restrictions imposed in this rule, no finding that there is a 

reasonable assurance of safety for cigarettes and smokeless tobacco would be possible"). 

d. The district court ignored FDA's determination that the advertising conditions are 

necessary if there is to be a "reasonable assurance" of safety and made no finding that the agency 

- had rendered an impermissible construction of the statute. Instead, the court rendered its own 

interpretation of Section 360j(e): "The restriction on the advertising and promotion of a product 

does not fit within this framework." (JA 409.) Under Chevron, 467 U.S. at 844, however, a 

court is not free to set aside an agency's regulations pursuant to a broad delegation of authority, 

absent some indication that the regulations are "manifestly contrary" to the governing statute. 

There are no such statutory markers here. Contrary to the distril:t court's belief, 21 U.S.c. 

§ 353(b) - which states that certain drugs "shall be dispensed only" by prescription - does not 

supply the proper context in which to construe the "other conditions" provision in Section 360j(e) 

pertaining to restricted devices. Although the two sections parallel one another in some respects, 

Section 353(b) requires prescriptions for certain drugs, whereas Section 360j(e)(1) gives FDA the 

discretion to issue regulations requiring a prescription for a restricted device. Moreover, Section 

353(b) refers to how a drug is "dispensed." whereas Section 360j(e)(1) allows restrictions on a 

much wider range of activities - "sale, distribution, or use." More critically, as FDA 
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emphasized, Section 353(b) has "no counterpart to [the] 'other conditions' authority" in Section 

360j(e). 61 Fed. Reg. 44406. "Congress, rather than limiting [FDA's] options, left it to [FDA] 

to decide what conditions are necessary for a particular device." Id. at 44409. The district court's 

opinion failed to attribute meaning to that key distinction between the two sections. 

Moreover, the legislative history of Section 360j(e) supports FDA's interpretation of this 

broad delegation of authority. The House Report states that Section 360j(e) "supersede[d] and 

addled] to" FDA's then-existing authority to regulate devices. H.R. Rep. No. 94-853, at 24. It 

explains further that, under that section, the sale or distribution of a device may be restricted by 

prescription "or upon such other conditions as [FDA] may prescribe, except that no condition 

limiting the use of a device to categories of physicians defmed by their training or experience may 

be imposed." Ibid. The report also notes that "conditions on sale or distribution could include 

use of [a restricted device] only within hospitals or clinics." Id. at 25 (emphasis added). 

Congress's use of the phrase "could include" indicates that this discussion was intended to be 

illustrative rather than exhaustive. 

The Senate Report notes FDA's then "limited authority" to regulate medical devices and 

the need to provide greater protection for the public. S. Rep. No. 94-33, at 2 (1976), reprinted 

in 1976 U.S.C.C.A.N. 1070, 1071. In discussing the version of Section 360j(e) that was enacted, 

the House Conference Report makes no mention of any limitations on the "other conditions" 

authority, except those written into the law. H.R. Conf. Rep. 94-1090, at 62 (1976), reprinted 

in 1976 U.S.C.C.A.N. 1103, 1114. 

4. Other Provisions of the Act Concerned with the Advertising of Devices 
Do Not Impair FDA's Authority to Restrict the Advertising and 
Promotion of Tobacco Products Under Section 360j(e). 

a. The district court's final reason for striking down the restrictions on tobacco 
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advertising and promotion is that Sections 352(q) and 352(r) of the Act delegate FDA "limited 

authority" to restrict the advertising of devices, thus reflecting Congress's intent that FDA not use 

Section 360j(e) to restrict advertising and promotion. (JA 411-12.) 

As discussed earlier, Section 352(q) provides that a restricted device is considered 

"misbranded" "if (1) its advertising is false or misleading in any particular, or (2) it is sold, 

distributed, or used in violation of regulations prescribed under section 360j(e)." 21 U .S.c. § 

352(q). Section 352(r) provides that a restricted device is misbranded "unless the manufacturer, 

packer, or distributor thereof includes in all advertisements and other descriptive printed matter 

issued * * * with respect to that device (1) a true statement of the device's established name * * * 

and (2) a brief statement of the intended uses of the device and relevant warnings." [d., § 352(r). 

FDA interpreted Sections 352(q), 352(r), and 360j(e) as complementing one another and 

explained that these provisions are directed to different matters. 61 Fed. Reg. 44408. Not only 

did the district court's opinion fail to acknowledge and accord deference to this agency 

interpretation, its own reading again conflicts with the Act's plain language and legislative history. 

Section 352( q) is an enforcement provision; it directs that any restricted device that is 

falsely advertised or sold, distributed, or used in violation of regulations prescribed under Section 

360j(e) is "misbranded." 21 U .S.C. § 352(q). Misbranding is a "prohibited act." 21 U.S.C. § 

331(b). The fact that Section 352(q)(1) makes "false or misleading" advertising a "misbranding" 

violation says nothing at all about whether advertising designed to attract underage purchasers of 

tobacco products may be restricted by FDA under other provisions of the Act. Nothing in the text 

of Section 352(q)(1) supports drawing the inference that the reference there to "false or 

misleading" advertising means that FDA may not otherwise impose conditions on the advertising 

of restricted devices. Indeed, limiting FDA's authority by reading such a negative implication into 
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Section 352(q)(1) would be inconsistent with Section 352(q)(2), which '1ctually puts teeth into the 

regulations FDA "prescribe[s] under Section 360j(e)" - such as the tobacco advertising conditions 

here at issue. 

Likewise, nothing in the text of Section 352(r) suggests a congressional intent that the only 

way in which the advertising of a device may be regulated is through the provisions of that 

paragraph, to the exclusion of other broader authority granted to FDA elsewhere in the Act. 

Rather, Section 352(r) simply establishes minimum information required in device advertising. 

Contrary to the district court's interpretation of Section 352(r), there is no indication, implicit or 

explicit, of any congressional intent to preclude additional conditions on advertising under Section 

360j(e) that FDA might determine are necessary to provide a reasonable assurance of the device's 

safety. Moreover, the advertising restrictions in Section 352(r) pertain to information that will be 

provided to persons who can legally purchase the product. By contrast, Section 360j(e) permits 

conditions designed to prevent the use of a device by persons not competent to use it safely. 

b. The legislative history of the Medical Device Amendments of 1976 also refutes the 

district court's narrow interpretation of Sections 352(q), 352(r), and 360j(e). The Senate Report 

makes clear that" [t]he basic intent of the legislation is to assure safe and effective devices and the . 

Secretary is authorized to use all of the authorities contained in this Act in any combination 

deemed necessary to protect the public health and safety." S. Rep. 94-33, at 13, reprinted in 

1976 U.S.C.C.A.N. 1082 (emphasis added). 

Thus, the notion that, despite the broadly worded delegation of authority in Section 360j(e), 

that provision may not be invoked to restrict tobacco advertising because Sections 352(q) and 

352(r) allow limited restrictions on device advertising, is mistaken. See Young, 476 U.S. at 

983-84 (fact that two sections of the Act address the same matter, one in general and one in 
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specific tenns, gives FDA a choice in how to regulate and does not render one section 

superfluous). Sections 352(q), 352(r), and 360j(e) are not mutually exclusive - as the district 

court seemed to believe '- but rather complement one another, as FDA concluded. See 61 Fed. 

Reg. 44408. 

c. Finally, in a footnote (JA 412 n.29), the district court offered its interpretation of 

the following sentence in Section 352(r): "Except in extraordinary circumstances, * * * no 

advertisement of a restricted device * * * shaH, with respect to the matters specified in this 

paragraph or covered by regulations issued hereunder, be subject to the provisions of sections 52 

through 55 of Title 15." The Federal Trade Commission (hereafter "FTC") enforces 15 U .S.C. 

§§ 52-55, which address false advertising and deceptive practices. 

The district court concluded that this statement "reveals Congress' intention that the [FTC] 

have primary jurisdiction over advertising." (JA 412 n.29.) Although it did not elaborate, the 

court appeared to believe that, because Section 352(r) restricts device advertising in only two 

respects (the established name of the product and its intended use), the FTC alone has authority 

to regulate all other aspects of device advertising. 

Once again, however, the plain language of the text points to no such interpretation. 

Section 352(r) simply states that, in general, insofar as the misbranding of a restricted device is 

concerned, the manufacturer or distributor thereof is subject only to FDA enforcement. There is 

no basis to infer from this limited statement that Congress intends for the FTC to have primary 

jurisdiction over advertising. Indeed, the legislative history of Section 352(r) suggests just the 

opposite. See S. Rep. No. 94-33, at 17, reprinted in 1976 U.S.C.C.A.N. 1086. 

FDA's jurisdiction, in fact, overlaps that of the FTC in a number of areas. See Thompson 

Medical Co. v. HC, 791 F.2d 189, 192-93 (D.C. Cir. 1986), cert. denied, 479 U.S. 1086 (1987). 
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That is neither surprising nor unusual. For example, the Department of Justice and the FTC share 

overlapping enforcement authority under the Sherman Act and Federal Trade Commission Act. 

See FTC v. Cement Inst., 333 U.S. 683, 692-93 (1948); United States v. Restland Funeral Home, 

'. Inc., 51 F.3d 56 (5th Cir.I995), cen. denied, 116 S. Ct. 772 (1996). Absent a clear congressional 

, 
'. 
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signal to the contrary, the existence of such overlapping jurisdiction is no cause to prevent the 

otherwise lawful exercise of FDA's authority. 

In sum, because the district court failed to explain or find that FDA's interpretation of 

Section 360j(e) was impermissible, the agency's interpretation should have been upheld. 

II. There Is No Basis For The District Court's Preliminary Injunction Against The Access 
And Labeling Regulations. 

A. The Standard of Review. 

An abuse of discretion standard of review applies to the grant of preliminary injunctive 

relief. Rum Creek Coal Sales, Inc. v. Capenon, 926 F.2d 353, 358 (4th Cir. 1991). As this 

Court has explained, however, a district court's discretion in this regard is "'not boundless'" and 

its decision will be overturned" 'if made under an improper legal standard.'" Ibid. (citation 

omitted). Thus, the standard is "not a rule of perfunctory appellate review but one of careful 

scrutiny." Direx Israel, Ltd. v. Breakthrough Medical Corp., 952 F.2d 802, 815 (4th Cir. 1991). 

B. The Court Erred in Enjoining Implementation of Regulations That It Upheld. 

The district court unequivocally upheld FDA's authority to regulate tobacco products as 

drugs, devices, and combination products under the Act. (JA 381405.) The court also held that 

FDA is authorized by Section 360j(e) to impose conditions on access to tobacco products, and by 

Section 352(r) to impose labeling restrictions on such products. (JA 413-14.) In the order 

accompanying its opinion, however, the court enjoined FDA from implementing "any of the 

38 



'. . 

additional Regulations set for implementation on August 28, 1997, pending further orders by the 

court." (JA 417.) 

The injunction thus prevents implementation of not only the advertising and promotion 

regulations struck down by the court, but also those access and labeling conditions that had not 

yet gone into effect and that the court explicitly upheld. See supra note 3. In issuing this 

sweeping relief, the district court failed to address this Circuit's well established "hardship 

balancing test" for the grant of a preliminary injunction. See Dim:, 952 F.2d at 811. Indeed, it 

provided no explanation at all for its injunctive order. 

As this Court has explained, "the grant of interim relief [is] an extraordinary remedy 

involving the exercise of a very far-reaching power, which is to be applied 'only in [the] limited 

circumstances' which clearly demand it." Ibid. (citation omitted). Four factors are to be 

considered, in the following order: 

(1) the likelihood of irreparable harm to the plaintiff if the preliminary injunction 
is denied, 
(2) the likelihood of harm to the defendant if the requested relief is granted, 
(3) the likelihood that the plaintiff will succeed on the merits, and 
(4) the public interest. 

Rum Creek, 926 F.2d at 359. Plaintiff bears the burden of establishing that these factors support 

an injunction. Direx, 952 F.2d at 812. 

Plaintiffs here made no showing -let alone a "clear" one - of any irreparable harm that 

they would suffer if the access and labeling restrictions upheld by the court were allowed to take 

effect. The dearth of both evidence of harm and any findings by the court on this score compels 

vacating the injunction against those regulations. 

On the other hand, the irreparable harm to defendants and the public interest from an 

injunction against the tobacco access and labeling restrictions is amply supported by the record. 
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The public and individual health concerns at stake are immediate and far-reaching. As previously 

noted, although death from tobacco use occurs among adults, FDA found that tobacco use is a 

"pediatric disease" because 80% of adult smokers became addicted to the nicotine in tobacco 

during childhood. 61 Fed. Reg. 44421, 44398. Every year, approximately one million children 

and adolescents begin to smoke - nearly 3,000 per day. One of every three of these individuals 

will later die from a tobacco-related disease. Id. at 44398, 44568. 

Moreover, the problem of youth tobacco use is getting worse. FDA found that the 

percentage of eighth and tenth graders who smoke has risen for four consecutive years. Id. at 

44399. Similar problems exist with underage use of smokeless tobacco products. Ibid. Thus, the 

record in this proceeding demonstrates that irreparable injury to public health will occur if 

implementation of FDA's restrictions on tobacco access and labeling is indefinitely delayed. 

Because the balance of harms therefore clearly weighs in favor of the timely 

implementation of FDA's regulations, plaintiffs' probability of success on the merits need not even 

be addressed. In any event, the district court has already upheld FDA's jurisdiction to regulate 

tobacco products and has concluded - correctly - that the agency has the staTUtOry authority to 

impose restrictions on the access and labeling of such products. That being so, preliminary 

injunctive relief against those regulations is without any support whatsoever and should be 

overturned. 

CONCLUSION 

For the foregoing reasons, the partial summary judgment in favor of the plaintiffs and the 

injunction entered by the district court against the FDA regulations at issue should be reversed and 

vacated. 
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21 U.S.C. § 321(g)(l) 

(g)(l) The term "drug" means (A) articles rec
ognized in the official United States Pha.rma.co
poela, official Homoeopathic Pharmacopoeia of 
the United States. or official National Formu
la.ry, or any supplement to any of them; and (B) 
articles intended for use in the diagnosis. cure, 
mitigation. treatment. or prevention of disease 
in man or other animals; and (e) articles (other 
than food) intended to affect the structure or 
any function of the body of man or other ani
mals; and (Dl articles intended for use as a 
component of any article specified in clause 
(Al. (Bl. or (el. A food or dietary supplement 
for which a claim, subject to sections 
343(rl(l)(Bl and 343(r)(3l of this title or sec
tions 343(r)(1)(B) and 343(rl(S)(D) of this title, 
is made in accordance with the requirements of 
section 343(rl of this title is not a drug solely 
because the label or the labeling contains such 
a claim. A food. dietary ingredient. or dietary 
supplement for which a truthful and not mis
leading statement is made in accordance with 
section 343(rl(Sl of this title is not a drug under 
clause (e) solely because the label or the label
ing contains such a statement. 
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21 U.S.C. § 321(h) 

(h) The term "device" (except when used In 
paragraph (n) of this section and in sections 
331m. 343<fl. 352(c). and 362(c) of this title) 
means an instrument. apparatus. implement. 
machine. contrivance. implant. in vitro reagent. 
or other similar or related article, Including any 
component, part, or accessory, which is-

(1) recognized In the official National For
mulary, or the United States Pharmacopeia, 
or any supplement to them, 

(2) intended for use in the diagnosis of dis
ease or other conditions. or in the cure, miti
gation. treatment, or prevention of disease, In 
man or other animals, or 

(3) intended to affect the structure or any 
function of the body of man or other animals. 
and 

which does not achieve its primary intended 
purposes through chemical action within or on 
the body of man or other animals and which is 
not dependent upon being metabolized for the 
achievement of its primary Intended purposes_ 
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21 U.S.C. § 331(b) 

The following acts and the causing thereof 
are prohibited: 

• • • 

(b) The adulteration or misbranding of any 
food. drug. device. or cosmetic in interstate 
co=erce . 
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21 U.S.C. § 352(q) 

(q) Restricted deTices using raise or misleading adver· 
tising or used in Tiolation or regulations 

In the case of any restricted device distrlbut· 
ed or offered for sale In any State, if (1) Its ad· 
vertlsing Is false or misleading In any partlcu· 
lar, or (2) It Is sold. distributed. or used In viola· 
tlon of regulations prescribed under section 
360j( e) of this title. 
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21 U.S.C. § 352(r) 

(r) Restricted devices not carrying requisite accom
panying statements in advertisements and other 
descriptive printed matter 

In the case of any restricted device distribut
ed or offered for sale in any State, unless the 
manufacturer, packer, or distributor thereof In
cludes in all advertisements and other descrip
tive printed matter issued or caused to be 
issued by the manufacturer, packer, or distribu
tor with respect to that device (1) a true state
ment of the device's established name as de
fined in subsection (e) of this section, printed 
prominently and in type at least half as large as 
that used for any trade or brand name thereof, 
and (2) a brief statement of the intended uses 
of the device and relevant warningS, precau
tions, side effects, and contraindications and. In 
the case of specific devices made subject to a 
finding by the Secretary after notice and op
portunity for comment that such action Is nec
essary to protect the public health. a full de
scription of the components of such device or 
the formula showing Quantitatively each ingre
dient of such device to the extent required in 
regulations which shall be issued by the Secre
tary after an opportunity for a hearing. Except 
in extraordinary circumstances. no regulation 
issued under this paragraph shall require prior 
approval by the Secretary of the content of any 
advertisement and no advertisement of a re
stricted device. published after the effective 
date of this paragraph shall, with respect to the 
matters specified in this paragraph or covered 
by regulations issued hereunder, be subject to 
the prOvisions of sections 52 through 55 of title 
15. This paragraph shall not be applicable to 
any printed matter which the Secretary deter
mines to be labeling as defined in section 
321<m) of this title . 
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21 U .S.C. § 353(g)(I) 

(g) Regulation of combination products 

(1) The Secretary shall designate a compo
nent of the Food and Drug Administration to 
regulate products that constitute a combination 
of a drug. device. or biological product. The 
Secretary shall determine the primary mode of 
action of the combination product. If the Secre
tary determines that the primary mode of 
action is that of-

(A) a drug (other than a biological prOduct). 
the persons charged with premarket review of 
drugs shall have primary jurisdiction. 

(B) a device. the persons charged with pre
market review of devices shall have PrimarY 
Jurisdiction. or 

(el a biological product. the persons 
charged with premarket review of biological 
products shall have primary Jurisdiction. 
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21 U.S.C. § 360j(e) 

(e) Restricted devices 

(1) The Secretary mal' by regulation require 
that a device be restricted to sale. distribution. 
or use-

(A) only upon the ~Titten or oral authoriza· 
tion of a practitioner licensed by law to ad· 
minister or use such device. or 

(B) upon such other conditions as the Sec· 
retary may prescribe in such regulation, 

if. because of its potentiality for harmful effect 
or the collateral measures necessary to its use. 
the Secretary determines that there cannot 
otherwise be reasonable assurance of its safety 
and effectiveness. No condition prescribed 
under subparagraph (B) may restrict the use of 
a device to persons with specifiC training or ex· 
perience in its use or to persons for use in cer· 
tain facilities unless the Secretary determines 
that such a restriction is required for the safe 
and effective use of the device. No such condi
tion may exclude a person from using a device 
solely because the person does not have the 
training or experience to make him eligible for 
certification by a certifying board recognized by 
the American Board of Medical Specialties or 
has not been certified by such a Board. A device 
subject to a regulation under this subsection is 
a restricted device. 

(2) The label of a restricted device shall bear 
such appropriate statements of the restrictions 
required by a regulation under paragraph (1) as 
the Secretary may In such regulation prescribe . 
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